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according to the highest professional 
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great remedial purposes. In short: Wohil 
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and judicial consideration, there remains 
a basic need for its appropriate study as 


a fundamental law of the land; the JouRNAI 


is designed to satistv that need 
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REPORTS 


TO THE READER 





About the Authors 


Robert R. Williams began his career 
as a teacher in the Philippines, wher: 
he became a chemist in the Bureau o 
Science at Manila in 1909. In that year 
he joined the Bureau of Chemistry in 
Washington, D. C. Since 1918, he has 
held positions with the following 
Western Electric Company, 1919-1924; 
Bell Telephone Laboratories, New York 
City, as chemical director, 1925-1945; 
and Research Corporation, New York 
City, as director of grants since 1945 
Mr. Williams served Teachers College 
(Columbia) and Carnegie Institute as 


a research associate from 1923 to 1934, 
and has been chairman of the Cereal 
Committee of National Research Coun- 
cil’s Food and Nutrition Board since 
1940. 


During World War I, Mr. Williams 
engaged in Chemical Warfare Service 
and Air Service research. 

M. R. Stephens was born at Fort 
Smith, Arkansas, on February 20, 
1907. He entered the federal service 
on October 16, 1930, as a junior food 
and drug inspector at Chicago, shortly 
after his graduation from the Univer- 
sity of Arkansas, with a B. S. in chem- 
istry. In 1932 he was transferred to 
St. Louis Station, where he specialized 
in fraud-investigation work in connec- 
tion with the Shirley Amendment. In 
1934, he was made chief inspector at 
Minneapolis Station, and later trans- 


5 


. 


ferred to New Orleans for eight months 
to take charge of seafood inspectio 
work It 1935 he be camic¢ chief n spec 
tor at New Orleans. He was appointed, 
in 1938, to the position of Chief 

St. Louis Station, where he remained 
f 


for five vears, until he became Chiet 
ot Chicago Station It 1951, Mr 


Stephens was transferred to Washing 
ton as an Associate Commissioner 


\ native Floridian and member of 
the Florida bar, Charles L. Nelson was 
a tood law fellowship student in _ the 
1951-1952 graduate program of the 
Food Law Institute at the New York 
University law school. He had for 
merly been engaged in the pharma 
ceutical industry, and is a graduate 
chemist His previous education was 
at Yale University and the University 
of Miami 

The closing article in this September 
JouRNAL was derived from a_ speecl 
made by C. W. Crawford. Mr. Craw 
ford certainly needs no_ introduc- 
tion to our readers, for they know him 
well—both as a popular contributor to 
our magazine and as the Nation’s top 
administrative official in the field of 
food and drugs. Commissioner Craw- 
ford has held his present position since 
June 1, 1951. Prior to that time, he had 
served for 34 years in the FDA, with a 
distinguished record in government career 


ser vice 
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In Congress 


Report by Delaney Committee on 
Chemical Pretesting Amendment to 
Federal Food, Drug, and Cosmetic Act 
—Cosmetics. 


82p Concress, 2d Session 
House OF REPRESENTATIVES 
keport No. 2182 
INVESTIGATION OF THE USE 
OF CHEMICALS IN FOODS 
AND COSMETICS 


JUNE 17, 1952.—Committed to the Com 
mittee of the Whole House on the 
State of the Union and ordered to be 
printed 

Select Com- 
U se of 


Cosme tics, 


Mr. DELANEY, from the 
Investigate the 
Foods 


following 


mittee To 
Chemicals in 
submitted the 


and 


REPORT 


| Pursuant to H 
82d Cong., 


74 and H. Res. +447, 


Ist sess | 


Res 


COSMETICS 
|. Introduction 


The Select Committee To Investigat« 


the Use of Chemicals in Food Prod 
ucts was created under the provisions 
of House Resolution 323 (81st Cong., 
Ist sess.), agreed to June 20, 1950 The 


committee was appointed by the Speaker 
of the House on July 20, 1950. House 
Resolution 739, agreed to August 21, 
1950, appropriated $30,000 from the 
contingent fund of the House to finance 
the investigation. Public hearings were 
held during the months of September, 
November, and December 1950. Twenty 
davs were devoted to these hearings, in 
which 74 witnesses were heard 

On January 3, 1951, the committee 
submitted its report (H. Rept. 3254, 
Slst Cong., 2d sess.), which summarized 
the testimony presented to it and recom- 
mended that further study and investiga- 
tion be undertaken before final conclusions 


were reached. At the close of the 
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Kighty-first Co 


1 DIITNILT ee 
had expended $1 


$30,000 
The 


was 


igress, the ( 
3,181.43 of th 
appropriated for its investigation. 
unexpended balance of $16,818.57 
fund of the 
d, $3,668.46 


returned to the contingent 
House. Of the sum expends 
were paid to the executive 


the Government for the 


branch of 
Services ot 
personnel loaned to the committee 
a reimbursable basis. 

On February 2, 1951, the Hous 
House Resolution 74 (82d 
Ist sess.), which authorized the 


agreed to 
Cong., 
committee to continue its investigatio1 
-second 
(27) 


during the life of the Eighty 
Congress. House Resolution 128 
Cong., Ist agreed to February 
20, 1951, appropriated $75,000 from th« 


sess.), 
contingent fund of the House to finances 
the committee’s this 
amount, approximately $45,000 will have 
expended by the committee at 


operations Of 


been 
the conclusion of its deliberations. It is 
estimated that $30,000 will be returned 
to the ntinget 
Approximately $ 

11 


amount Wt 


it fund of the House 
25,000 of 


have been paid to the ex 


the expende d 


ecutive branch of the Government fo1 
the services of pe rsonnel borrowe | by 
the committee on a reimbursable basis 

On October 15, 1951, the House 
Resolution 447 (82d 


} 


Cong., Ist sess.), which extended the 


agreed to House 
scope of the committee’s authority 
include — 

an investigation and study) 
t the nature, extent, and effect f the 
use of chemicals, compounds, and sv1 
production, 
and packaging ot 
determine the 
of such chemicals, 
synthetics upon the health and welfare 
of the Nation.” 


thetics in the ocessin 


preparation, ‘osmet 


ics to effect ot the use 


' 
t 


compounds, ane 


Pursuant to the instructions contained 
in House Resolution 74 and House 
Resolution 447, public hearings wer: 
held during April, May, June, October, 
and November 1951, and January, Feb 

(Continued on page 609) 
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Standards of Identity for Foods 
By ROBERT R. WILLIAMS 


This Paper Was Prepared for the Annual Meeting of the 
Division of Food, Drug and Cosmetic Law, Section of 
Corporation, Banking and Business Law, American Bar 
Association, Held in San Francisco, September 17-18 


INFRONTED by a feeling of need on the part of some of its 
members, the Food and Nutrition Board of the National Research 
Council authorized the appointment of a committee to study the effect 
of official standards of identity for foods as issued by the Federal 
Security Administrator on the progress of development of new and 
wholesome food products. Some feeling was expressed that the rigidity 


of present standards may inhibit developmental research along such lines. 


Such a committee was organized in September, 1951, with the 
following membership: H. E. O. Heineman, G. E. Hilbert, James 
M. Hundley, H. K. Murer, E. M. Nelson, B. E. Proctor, Paul F 
Ramstad, H. EF. Robinson and R. R. Williams. 1 was asked to serve 
as chairman. The Committee on Definitions and Standards of Identity 
for Foods has also had the benefit of the attendance and advice of 
LeRoy Voris, Executive Secretary of the Board; A. S. Davis, Jr., 
Resident Counsel of Research Corporation ; and Ole Salthe, Executive 
Secretary of Nutrition Foundation. Mr. Salthe had the benefit of some 
years’ association with the late Senator Copeland in the formulation 
of the proposals which have gone into our present Food, Drug, and 
Cosmetic Act. 

Three meetings of this committee, plus conference and correspond 
ence with numerous individuals in industry, government and public 
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Chairman, Committee on Definitions and Stand- 
ards of Identity for Food, Food and Nutri- 
tion Board of National Research Council, the 
Author Is Also Chairman, Fund for the Combat 
of Dietary Diseases, Research Corporation 








service bodies, have served to define in our minds the nature of the 
problems and to acquaint us with some of the diversity of views which 
are held. The present paper outlines my views as developed under 
this stimulus, and I therefore assume all responsibility for them. As 
yet the committee has made no report to the board. It hopes to be 
able to make some recommendations within a few months. The board 
will then determine their disposition. 


The approach of the committee to the problems has been from the 
viewpoint of scientists interested equally in the integrity of our national 
food supply and in the development and use of new or superior food 
products of wholesome nature. Contributions of the food, supply to 
public health through recognition of the expanding knowledge of 
nutrition and through maximum utilization of our resources have had 
foremost consideration. The competitive nature of food industry and 
the necessity for margins of profit have not been overlooked, nor has 
the fact that standards must be enforceable in the courts. Neverthe- 
less, it has been considered that the scientific, rather than legal, 
approach will be most fruitful for an organization of the character of 
the Food and Nutrition Board and of this committee. It is our hope 
that some useful suggestions may result. How they may be applied 
remains for the future. 


Official Status for Definitions and Standards of Identity 


One of the more important new features of the Food, Drug, and 
Cosmetic Act of 1938 as it applies to the food field was the provision 
made in Section 401 for the promulgation of definitions and standards 
of identity for foods. Such standards may be promulgated by the 
Administrator when in his judgment “honesty and fair dealing in the 


interest of the consumer” will be promoted thereby. 
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Under the earlier food and drug legislation, definitions and stand- 
ards of identity had only an unofficial status. A limited number of 
foods were covered by descriptions agreed upon in conference between 
the federal food and drug authorities and those of the several states, as 
well as the Association of Official Agricultural Chemists.' These 
standards served to promote a reasonable consistency of action among 
the various governmental agencies concerned with protecting the 
integrity of foods offered to the public. However, the standards had 
not the force of law and were often referred to as advisory. 

A primary objective of the provision of the 1938 law for the 
promulgation of standards was to afford the Administrator authority 
to insure that all foods offered to the public under a given name are 
substantial equivalents of one another as to quality. To illustrate by 
means of a simple case, if a typical butter contains 80 per cent butter- 
fat, it is manifestly improper to permit the sale of a product, under 
the name “butter,” which contains only 75 per cent. 

However, the application of this principle, which in the simple 
case appears quite unambiguous and noncontroversial, leads to serious 
differences of opinion when more complex cases are encountered. 
This is perhaps more true when one deals with food products 
containing many ingredients and embodying the result of numerous 
steps of compounding or elaboration. However, it is by no means easy 
to distinguish the simple from the complex; there are all possible 


gradations of complexity. 


Recent Controversy 

To illustrate further, one may cite the recently issued and hotly 
debated bread standards.* Bread in its simplest form contains flour, 
yeast and salt, but bread in its current commercial form contains a 
score or more of additional optional ingredients. Some of these may 
be present in substantial proportions and make significant contribu 
tions to nutrition, for example, milk, sugar and shortening. Many others 
are present in quite small proportions and serve special purposes such as 
promotion of fermentation, retardation of mold growth and other such 
legitimate objectives. The problem with which the Administration 
was faced in proposing standards was essentially: When does bread 
cease to be bread and require a differentiating name? Even more 
troublesome is the question: How substantial must a deviation from 











1 “Standards of Purity for Food Prod- 2 Federal Register, May 15, 1952, pp. 
ucts,’’ United States Department of Agri- 4453-4464. 
culture Circular 136, June, 1919. 
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the standard be to justify permitting a distinctive labeling as a special 
form of bread? If every possible wholesome deviation from the stand- 
ard were permitted, even if the deviation is declared on the label, the 


standard would virtually cease to exist. 


The two most controversial issues in connection with the bread 
standards have been (1) the disallowance of certain synthetic emulsifiers 
as optional ingredients in bread and (2) the limit of three parts per 
100 parts of flour placed on the amount of any farinaceous product 
other than wheat flour which may be incorporated. In the former 
case, insufficient evidence of safety and liability to deception of the 
customer as to the freshness of bread were weighty considerations 
In the second case, decision rests on the conclusion that in the common 
parlance of the grocery store, bread means a product made essentially 
of white wheat flour. Complaints as to this restriction have been made 
by promoters of a bread formulated by Dr. Clive M. McCay containing 
6 per cent of soya flour and 8 per cent of milk solids. The position 
of the Food and Drug Administration is that such a bread ditters 
significantly from what the housewife expects when she orders bread 
(perhaps by telephone), and that it can be sold in interstate commerce 
only under an appropriate distinctive label which includes a list of 


ingredients 


\nother illustration of a major problem in connection with 
issuance of standards is now arising in the current hearings on ice cream 
and related products. Traditionally, ice cream is a product containing 
10 to 12 per cent butterfat. By popular standards the butterfat content 
is a measure of the richness and quality of ice cream. Certainly, the 
butterfat content is a factor of high importance in the economics of 


production of ice cream. 


On the other hand, an increasing weight of opinion among nutri 
tionists is that the most valuable constituent of milk, from the nutri 
tional standpoint, is its protein rather than its fat. Accordingly, this 
group has welcomed the advent of ice cream-like products containing 
less fat and more protein. Six per cent fat may be taken as typical 
of these products. In some such products, butterfat may be replaced 
in whole or in part by vegetable fat. Some of these products enjoy a 
considerable popularity. Their texture, flavor, etc., are such that they 


are not easily distinguished by the consumer from the traditional ice 


creams with 10 to 12 per cent butterfat. 
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How, in this case, can both types of products be sold under labels 
and under circumstances such that the consumer will know which he 
is getting? Often, either type of product may be sold in restaurants 
or ice cream parlors apart from the label. If both were permitted to 
be sold as ice cream, the cheaper product would progressively displace 
the more expensive. This might well be of benefit to the insides of 
many customers, especially those disposed to overweight, but one can 
hardly justify the injury to their pocketbooks by deceptive substitu 
tion of the cheaper for the more costly. 

There has been virtually no dissent in our committee discussions 
from the view that standards are necessary for the proper enforcement 
of the food provisions of the Act. It seems obvious that if the Adminis 
tration is to pass upon the truthfulness of labeling, some form of defini 
tion of each food name used on labels must underlie its decisions. If 
words have indefinite meanings, their truthfulness is indeterminate 
hence the need for some sort of official dictionary. 


Numerous desires have been expressed that definitions and stand 
ards may come to be couched in simpler, briefer language than that 
which characterizes most of the standards so far issued. Their elaborate 
nature has given rise to the comment that the food Commissioner has 
become the chief chef of the nation. The desires for simplicity have 
been rather vaguely expressed, for the most part, and further examina 
tion of them may prove them impracticable. One concrete suggestion 
has been offered, namely, that standards of identity should cover only 
the economically important ingredients in a food product, leaving 
minor ingredients of wholesome character to the discretion of the 
manufacturer. This suggestion may have merit, although even pre 
liminary consideration reveals difficulty in distinguishing between 
economically important and minor ingredients. They appear to differ 


only in degree of economic importance. 


‘‘Purports to Be”’ 


Considerable thought has also been given to the significance of 
the phrase “purports to be” in Section 403 (g) of the Act. A food is 
deemed to be misbranded if it purports to be a food for which a stand 
ard has been adopted, unless it conforms to that standard. Mere 
resemblance in appearance to the standard food has sometimes been 
construed as purporting to be that food. In the view of the Adminis- 


tration such a resemblance is rendered nondeceptive when the forms 
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of package and circumstances of sale, as well as labeling, are such as 
to render improbable the unwitting acceptance of the substitute article 
for the genuine. 


Industry has shown considerable concern about the risk of offer- 
ing such nonstandard, but similar, products for sale lest they be 
construed as purporting to be the standardized article, and thus illegal. 
Establishment of distinct channels (Dairy Queen stands are a familiar 
example) for the distribution of such nonstandard products involves 
great investment and risk; if the two appear side by side on the grocer’s 
shelf, the one is liable to be held to “purport to be” the other. The 
recent decision of the court in the /mitation Jam case may foretoken a 
less rigorous interpretation in future of the “purports to be” clause. 
In this case the product was held legitimate because it was clearly 
labeled as an imitation of jam. 


The greater part of the time and thought of the committee has 
been given to considerations of means whereby standard-making pro 
cedures may be simplified, expedited and rendered less costly. Obviously, 
if standards can be readily modified in the light of new developments, 
greater flexibility will be achieved. 


All standards are now promulgated after public hearings at which 
opportunity is given to all persons interested to present their views, 
and scrutinize and amplify or refute the testimony of others. The 
procedures in such hearings are considerably more informal than 
proceedings in court. In particular, rules regarding admissibility of 
evidence are much less rigorous. Nevertheless, for various reasons 
including certain safeguards requested by industry and incorporated 
in regulatory announcements—the character of the hearings has become 
more formal and laborious than originally contemplated. Industrial 
interests affected are commonly represented by legal counsel, and 
testimony is elicited to a great extent by examination and cross- 
examination of witnesses. Lawyers for conflicting interests often 
cross-examine one another’s witnesses at great length. 

The result is not conducive to speedy determination of issues, and 
several of the more important hearings have continued over periods 
of many weeks or even months. This involves a great expense to the 
government and to the industries concerned, and makes the proposal 
of a new standard or the amendment of an old one a formidable task 
from all points of view. This is regretted both by government and the 


majority of food industries. 
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Such prolonged proceedings are by no means the invariable rule. 
About 20 hearings have been held which lasted no more than a single 
day, yet they resulted in useful issue or amendment of standards. 
Such expeditious hearings are possible in matters of narrow scope 
which are not of a controversial nature. 


It has recently been proposed that standards be promulgated 
without prior hearings when no controversy arises. A procedure for 
doing so was suggested by the Committee on Definitions and Standards 
for Foods of the Division of Food, Drug and Cosmetic Law of the 
Corporation, Banking and Business Law Section of the American Bar 
Association, It has met with general approval. Unfortunately, legis- 
lative action by Congress, which it is hoped will be forthcoming with- 
out undue delay, is necessary to authorize it. 


\nother measure which offers promise of shortening hearings is 
more extensive informal discussion between Food and Drug Adminis 
tration and food-industry representatives prior to the announcement 
of hearings. There is no obstacle in law or regulations to such informal 
prehearing discussions. They are favored by the present Administra- 
tion and by many elements of food industry. Indeed, such prehearing 
discussions have been held in some cases in the past and, on the whole, 
with useful results. By this means the proposals to be made by the 
government in announcing hearings can often be shaped in a form 
acc>ptable to industry; divergences of views can be clarified; the extent 
of agreement and of disagreement can be foreseen; and when the 
hearings are held, only the residual controversial matters will need 


extended consideration through the examination of witnesses. 


When the affected food industries are well organized in trade 
associations, it is often possible to secure appointment of representa- 
tives who can speak for the group or groups affected. When, however, 
an effective trade association is lacking or when there are strong 
rivalries and divergent views in the industry, it may be found at the 
hearings that persons or views overlooked in the prehearing discus- 
sions come to dominate the proceedings by their demands to be heard. 
A subcommittee has been appointed to give special study to means 
whereby prehearing discussions may become more general and more 
effective. 


Some of the most controversial subjects in certain hearings have 


had to do with the proposed use of new chemicals in food products. 
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The Administration takes the view that under the present procedures, 
the issues about new chemicals will continue increasingly to consume 
a great deal of time in hearings. It has been proposed that the law 
be amended to provide for prevaluation and pretesting of new chemicals 
for use in foods in somewhat the same way as is now done in the case 
of new drugs. This proposal is favored by the Administration. as well 
as by substantial elements of food industry. There is, however, a 
significant degree of dissent, and considerable debate is in progress 


as to the form which such legislation should take, if it is to be adopted. 


In the view of our committee as revealed by discussion, not by 
formal action, the circumstances of formal hearings are not conducive 
to the prompt and satisfactory resolution of questions of scientifi 
nature such as are involved in new chemicals proposed for use in 
foods. Here the adequacy of the evidence as to nontoxicity and kindred 
matters needs to be weighed quite objectively by scientists who undet 
stand the experimental details and can render professional opinions 
The committee will watch with interest the outcome of such proposals 
although our major concern is the effect they may have of expediting 


standard-making procedures. 


\ subcommittee has also been appointed to give special study to 
the degree to which present standards actually tend to inhibit research 
looking to the development of new food products of wholesome 
character which may resemble, but also differ from, those now covered 
by standards. There is considerable divergence of views on this point 
This subcommittee will also study the effect of provisions made by the 
Administration for market trials of new foods, as well as the means 
for transition from permissive experimental marketing to a status of 
free sale under an amended standard. Unless some remedy can be 
found for the cost in time and money which is involved in present 
standard-making procedures, a restraint upon the introduction of new 


food products seems very probable. 


In concluding this discussion one should not fail to remark upon 
the excellent relationship which in general prevails between the major 
food industries and the Food and Drug Administration. No other 
government agency has a better reputation for integrity, competence 


and fairness, and the degree of cooperation between industry and gov 


ernment is remarkable. Where so much good will exists, surely a 
solution can be found even for difficult problems. [The End] 














The Educational Approach 


in an Enforcement Program 
By M. R. STEPHENS 


‘“Education,’’ the Author Stresses, Cannot Be a Complete Sub- 
stitution for Legal Sanctions. To Attain the Full Objectives 
of the Law, These Two Aspects Must Be Combined Intelligently 


TT Hie TERM “EDUCATION,” when considered in connection with 
law enforcement, must have a very broad interpretation and appli 
cation. \Vhile there are many implications that enter into the “educa 
tion” picture, unquestionably the principal motivating drive back of a 
program of education stems from a desire on the part of industry t 
comply with the legal requirements of the various laws, a desire on the 
part of regulatory authorities to enforce the law in a fair and intelli 
gent fashion and a desire on the part of consumers generally to be able 
to take full advantage of the benefits that are available to them because 
if such enforcement. Nor is education unquestionably a “one-way 
street.” The cause for fair and intelligent enforcement unquestionably 
receives just as great an impetus from the knowledge that the Food 
and Drug Administration gains from industry as from the knowledg: 
that industry gains from the Food and Drug Administration. A goo: 
example of this two-way exchange of information, with the resultant 
“education” of all concerned, has been the development and inaugura 
tion of the wheat-and-flour program now in progress. It 1s a source 
of much satisfaction to the Food and Drug Administration to be able 
to review this program and recall the circumstances in which there was 

mutual and frank exchange of the information so necessary to its 
success. Undoubtedly, industry must have some of that same feeling 
of satisfaction about this program. While this is one of the most recent 
examples of the kind of educational approach that we believe to be 


highlv desirable, there have been many similar instances in the past 


— 
40) 
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The Author Is an Associate Commissioner 
of the Food and Drug Administration 











The consumer-education aspect is just as important. In a recent 
appearance before the Association of Food and Drug Officials of the 
United States at its annual meeting, in discussing some current prob 
lems confronting food and drug officials, Commissioner Crawford of 
the Food and Drug Administration suggested that the public has every 
right to know what our problems are, what we are doing about them, 
and the extent to which we can effectively curb consumer abuses. He 
indicated that the state and local officials and the Food and Drug Ad 
ministration can be of mutual help in a program of public education, 
and pointed out that our cooperative relationships ought to include 
public education as well as law enforcement. The impact on the cor- 
rective influence from consumer education is undoubtedly just as great 
from a long-range viewpoint as is perhaps the impact that comes from 
the education of other groups. The constructive effect, in terms of cor- 
rective influence, of the distribution of thousands of copies of the 
pamphlet Read the Label, recently published by the Food and Drug 
Administration, must be almost beyond measurement. 


It seems to be generally recognized that the educational approach 
is a fundamental part of any good food and drug law-enforcement pro 
gram. A review of statements of leaders in this field reveals it to be 
an integral part of their philosophy of enforcement. Mr. Ole Salthe, 
who played an important part in educating the regulated industries 
after the passage of the 1938 Act, in speaking at the Thirty-fourth 
Annual Meeting of the Central Atlantic States Association of Food 
and Drug Officials, stated: 


It is important that they (the food and drug manufacturers) be informed on 
the interpretation which the officials give to this law, as well as to the procedures 
and regulations adopted by the regulatory officials for its enforcement. Such 
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an educational program will promote better understanding and what is more 
important, greater compliance and better relations.’ 


Dr. C. A. Morrell, Director of Food and Drug Divisions, Depart 


ment of National Health and Welfare, Canada, in discussing the ad 
ministration of the Canadian Food and Drug Act, stated: 


Administrators realize the value of patience and educational measures in ex 
plaining the purpose of the requirements and also of giving opportunity for 
compliance with the law without recourse to the courts.” 


Mr. Milton P. Dutty, Chief, Bureau of Food and Drug Inspections 
for the State of California, in discussing the activities of his bureau. 
stated: 


The California Pure Foods Act does not require that our agency offer advice 
or paternalism to industry. Yet, we in California have always felt that the indus- 
tries are entitled to the best information, counsel, and criticism that we have to 
offer within the limits of our knowledge. There has never been a time when any 
member of food industry could not obtain advice merely by asking. In this way, 
better cooperation between industry and government is obtained, and has been 
maintained in California.’ 





Dr. Paul B. Dunbar, former Commissioner of the Food and Drug 
\dministration, in discussing the administrative progress of the Fed 
eral Food, Drug, and Cosmetic Act, suggested that an expression of 
administrative policy should precede the institution of a regulatory 
campaign when there is room for a reasonable doubt as to the legality 
of a practice. He made it clear, however, that it was not conceivable 
to him that an administrative construction which would call for prior 
notice before the institution of legal action against patent violations 


should be read into the law.’ 


Many other leaders in discussing the topic of food and drug law 
enforcement have spoken in a similar vein about the values of educa 
tional measures. Actually, it is unusual to read any article relating 
to the subject in which this aspect is not given considerable promi 
nence. That these expressions are not merely lip service is graphically 
illustrated in the reports of the activities of the Food and Drug Ad 
ministration. A review of the administrative reports of the Adminis 
tration discloses many references to the importance of the educational 
approach in attaining the objectives of the law. The annual report for 





1**Role of Government, Education, and * ‘Better Housekeeping in Food Plants,”’ 
Industry,"” FOOD DRUG COSMETIC LAW FOOD DRUG COSMETIC LAW JOURNAL, 
JOURNAL, July, 1950. September, 1950. 

2 ‘*Administration of the Canadian Food * ‘Administrative Progress of the Federal] 
and Drugs Act,"’ FOOD DRUG COSMETIC Food, Drug, and Cosmetic Act,’”’ FOOD 
LAW JOURNAL, October, 1950. DRUG COSMETIC LAW QUARTERLY, 


March, 1948. 








PAGE 576 FOOD DRUG COSMETIC LAW JOURNAL—-SEPTEMBER, 1952 


1921 points out that the Food and Drugs Act is technically and of ne 
cessity a penal statute, but in fact and in intent it is corrective legis 
lation, and a measure of the corrective influence of the Act is th 
true measure of accomplishment. Such corrective influence may Ix 
exercised as much, perhaps more, by constructive educational work 


with food producers as by prosecutions under the Act.° 


Dr. Paul B. Dunbar's Historical Summary 


Dr. Dunbar, in the introduction to Federal Food, Drug, and C 
metic Law Administrative Reports, 1907-1949 (Food Law Institute 
Series), summarizes the history of the educational approach of the 


Food and Drug Administration in these words: 


Throughout these reports, references are made to Food Inspection Decisions 
Service and Regulatory Announcements, and other forms of publication designed 
to aid manufacturers by informing them about statutory requirements applicabl 
to their products. 

Food Inspection Decisions were formalized pronouncements issued over thie 
signature of the Secretary of Agriculture or in some instances of the Secretaries 
of the Treasury, Agriculture, and Commerce. Food Inspection Decisions 1 to 39 
antedated the enforcement of the Food and Drugs Act and were interpretive 
the Imported Food Act of 1899. Food Inspection Decisions numbered consecu 
tively from FID-40 to 212 were issued between 1906 to 1934. No announcements 
designated as Food Inspection Decisions issued thereafter. 

In 1914, the Bureau of Chemistry began the publication of Service and Rex 
ulatory Announcements. These originally appeared monthly but later were issued 
at irregular intervals as material accumulated. The Service and Regulatory 
\nnouncements contained Food Inspection Decisions, General Information, ar 
Opinions of General Interest. While the Food Inspection Decisions were formal 
declarations of policy, the other items appearing in this publication were in the 
nature of informal opinions considered as of sulticient interest to warrant thei: 
release but admittedly subject to prompt change if additional facts led to changes 
in administrative viewpoints. The issuance of interpretive service announcements 
ended with No. 28 in February 1923, largely for the reason that, with the passag« 
of time, the legal requirements of the Act of 1906 had become fairly well unde: 
stood, 

In the next 15 vears, until the passage of the Food, Drug, and Cosmetic Act 
of 1938, policy announcements other than Food Inspection Decisions were issued 
as mimeographed sheets to be distributed to the industries immediately con 
ct rned 

With the passage of the Act of 1938, the Food and Drug Administratio: 
was again confronted with innumerable inquiries from manufacturers whic] 
required it to form day-by-day opinions interpreting the revised law and new 
regulations. At first these opinions were issued as a mimeographed series for 
the guidance of the staff, to promote uniformity throughout the country. They 
were called “T. C.’s” (Trade Correspondence) since they contained excerpts of 








5’ See Federal Food, Drug, and Cosmetic 
Law Administrative Reports, 1907-1949 
(Food Law Institute Series), pp. 458-459. 
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replies to inquiries. While they were not distributed to the public, they were 
available for public inspection at the administrative offices in Washington and the 


field stations. 


In November 1945, a new mimeographed “T. C.” series numbered TC1-A, 
PC2-A, etc., began, and these were distributed to all who requested them. After 
only eight opinions had been issued in this series, the Administrative Procedure 
Act of 1946 went into effect. Under this, the opinions were formalized and 


published in the Federal Register as “Statements of General Policy or Intet 
pretation.” ‘ 

No one can quarrel with the objectives of the Administrative [ro 
cedure Act, but the formalized procedures required by its terms have 
probably served to reduce the output of educational material which 


was previously issued in an informal way. 


While the authorities in the field of food and drug law enforce 
ment emphasize the desirability of the educational approach, it 1s in 
teresting to note that none seems to feel that this approach alone will 
attain the full objectives of the law. Undoubtedly. the best corrective 
influence comes from an intelligent combination of the application of 
the legal sanctions and a sound educational approach. “Enforcement 
if it is to be approached entirely from one of these aspects without the 


other, cannot be expected to achieve the real objectives of the law. 


Teamwork Between Legal Sanctions and Education 


To sum the matter up, | believe that sound food and drug law 
entorcement calls for great emphasis on the educational approach, It 
must be stressed, however. that “education” cannot be a complete sub 
stitution for legal sanctions. Mr. W. Allister Crandall, Chief, Inspec 
tion Services, Food and Drug Division, Department of National 
Health and Welfare, Ottawa, Ontario, Canada, summed the proposi 
tion up quite aptly in a recent open letter to his inspectors in which 
he stated: 

More is expected of you than the ability to parrot the phraseology of your 
regulations, the muscular aptitude to wield “the big stick,” or the fanatical en 
thusiasm for continually “lowering the boom”! The legislation over which you 
keep a watching brief derives its authority from the original right of the people 
First and foremost it is your job to arouse an enthusiastic understanding in the 
minds of the manufacturing, selling and consuming public for the democratic 
laws which regulate that part of Canadian industry over which the Food and 
Drugs Act exercises control. 


That the educational philosophy of the Food and Drug Adminis 
tration has not changed with Commissioner Crawtord’s appointment 


is fully evidenced by his numerous references to the subject in a num 








* Work cited, footnote 5, at pp. XV, XVI 
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ber of public statements he has made since he became Commissionet 
Typical is such a reference in an address delivered by him before th 
Division of Food, Drug and Cosmetic Law of the American Bar 
Association in September, 1951, at which time he stated: 


The high degree of compliance with the requirements of the Federal Food, 
Drug, and Cosmetic Act has been brought about in part by enforcement activities 
But a more important cause is the disposition of the regulated industries generally 
to comply with both the letter and spirit of the law The degree of compliance by 
most manufacturers is limited only by their knowledge of what the law requires. 
It is our purpose to establish better lines of communication between ourselves and 
the industries. Through these lines information on the application of the law 
in new situations can be channeled, and we can receive information on the 
developments and problems in industry 

It is also our purpose to establish better lines of communication with cor 
sumer groups, in whose interest the law must be enforced. We hope to be abl 
thus to determine with more certainty what consumers think, what they desire, 
and what is in their interest And we hope to dispel in some degree the false 
ideas too many consumers have about the integrity of the vitally important com 
modities regulated by this law. 

\ freer interchange of ideas will bring fewer misunderstandings amo bot! 
producers and consumers. Unnecessary and avoidable frictions in carrying out 
our obligations should be lessened. Voluntary compliance will be increased and 


otection will be narrowed.’ [ The End] 


the gaps in consumer p 


¢ FDA’S MONTHLY REPORT OF AUGUST 25, 1952 


(1) The testimony of lay vitnesses that they had cancer ort ere 
cured of cancer has no value in court cases, according to a United States 
Court of \ppeals decision, the monthly report of the Food and Dri 
\dmiunistration revealed The court also found that diagnosis of cancet 
requires a biopsy, and that there are only three known effective treat 
ments for cancer—surgery, X-ray and radiation. Commissioner Charles 
W. Crawford interpreted the rulings as greatly strengthening the power 
ft tl 


lie government to fight against worthless remedies represented as 


cancer “cures 


(2) Seizure and removal of 106 shipments of violative foods, drugs 
and cosmetics from consumer channels took place during July, accord 
ing to the FDA report. Included were 56 lots of filthy and decomposed 
foods, totaling 632,023 pounds. Prominent among the foods seized wet 
turkeys “pumped up” with water before freezing. Seventeen of the 


seizures involved drugs, devices and “health foods” that were below the 
labeled potency or were misbranded with false and misleading thera- 
peutic claims. 


‘FOOD DRUG COSMETIC LAW JOUR-——™ 
NAL, November, 1951. 

















Control of Advertising 
by Section 502 (f) (1 


By CHARLES L. NELSON 





Does This Section Give the FDA Power by Means of Interpreta- 
tive Regulations to Control False Advertising? As a Policy 
Matter, Should Control over Advertising Be Vested in the FDA? 


The Statute 


Sec. 502. A drug or device shall be deemed to be misbranded 

(f) Unless its labeling bears (1) adequate directions for use; Provided 
That where any requirement of clause (1) of this paragraph, as applied to am 
drug or device, is not necessary for the protection of the public health, the Admin 
istrator shall promulgate regulations exempting such drug or device from such 
requirement 


The Regulations.—Current regulations as of January, 1952: 


Reg. (1.106) (a) Directions for use may be inadequate by reason (among 
other reasons) of omission, in whole or in part, or incorrect specification of: (1) 
Directions for use in all conditions for which such drug is prescribed, recom 
mended, or suggested in its labeling, or in its advertising disseminated or spot 
sored by or on behalf of its manufacturer, packer or distributor, or in such othe 
conditions, if any there be, for which such drug or device is commonly and 
effectively used. 


wv ; : 

Regulation as purposed with recommendation that it become et 
fective April 26, 1952: 

Reg. (1.106) Drugs and devices, directions for use—(a) Adequate directions 
for use—“Adequate directions for use” means directions under which the layman 
can use a drug or device intelligently and safely. Directions for use may be 
inadequate because (among other reasons) of omission, in whole or in part, o1 


21 USCA Sec. 352 (f) (1) Section 1.106 was revoked and a new Sec- 


1 

221 CFR Sec. 1.106 (1949 Ed.) tion 1.106 added to read in part as follows 

17 Federal Register 1130 (February 5, $1.106 Drugs and devices; directions 
1952). for use. (a) ‘Adequate directions for use 

[Editor's Note: Subsequent to the writ- means directions under which the layman 
ing of this article, a drug regulation was can use a drug or device safely for the 
promulgated on July 22, 1952, whereby purpose for which it is intended. Direc- 
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incorrect specification of: (1) Statements of all conditions, purposes, or uses 
for which such drug or device is intended by its manufacturer, packer, distributor 
or seller, including conditions, purposes, or uses for which it is prescribed, 
recommended, or suggested in its oral, written, printed, or graphic advertising, 
and conditions, purposes or uses for which the drug or device is commonly used, 
except that such statements shall not refer to conditions, uses, or purposes in 
which the drug or device is unsafe for use except under the supervision of a 
practitioner licensed by law to administer it or direct its use for which it is 
advertised solely to such practitioner. 


The Problem. 


of Section 502 (f) (1) requiring “adequate directions for use”? 


What is the correct interpretation of the meaning 
Does 
this section give the FDA power by means of interpretative regula 
tions to control false advertising? As a policy matter, should control 


over advertising be vested in the FDA? 


tions for use may be inadequate because 
(among other reasons) of omission, in 
whole or in part, or incorrect specification 
of: 

**(1) Statements of all conditions, pur- 
poses, or uses for which such drug or 
device is intended, including conditions, 
purposes, or uses for which it is prescribed, 
recommended, or suggested in its oral, 
written, printed, or graphic advertising, 
and conditions, purposes, or uses for which 
the drug or device is commonly used; ex- 
cept that such statements shall not refer 
to conditions, uses, or purposes for which 
the drug or device can be safely used only 
under the supervision of a practitioner li- 
censed by law and for which it is adver- 
tised solely to such practitioner. 

‘*(2) Quantity of dose (including usual 
quantities for each of the uses for which 
it is intended and usual quantities for 
persons of different ages and different 


physical conditions). 


**(3) Frequency of administration or ap 
plication. 

“*(4) Duration of 
plication. 

“*(5) Time of administration or applica- 


administration or ap- 


tion (in relation to time of meals, time 
of onset of symptoms, or other time 
factors). 


**(6) Route or method of administration 
or application. 

‘*(7) Preparation for use (shaking, dilu- 
tion, adjustment of temperature, or other 
manipulation or process).’’ 

For full text of Regulation Section 1.106, 
see pp. 553-558 of FOOD DRUG COSMETIC 
LAW JOURNAL for August, 1952. 

References, throughout this article, to 
“existing regulations,’’ ‘‘present law’’ and 
‘‘proposed regulations’’ should be construed 
as made prior to April 26, 1952.] 
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Legislative History of the Advertising Provisions 


During the five years of struggle * for the enactment of the Food, 
Drug, and Cosmetic Act of 1938 one of the most controversial issues 
in its enactment was whether control over advertising should be vested 
in the Food and Drug Administration or remain in the exclusive prov 
ince of the Federal Trade Commission. In the Seventy-fourth Con 
gress, the House Committee reported out a bill amending S. 5 to confer 
exclusive jurisdiction on the FTC to deal with false advertising.” This 
bill passed the House by 151 for to 27 against. Ina conference between 
both houses, Senator Copeland secured a compromise amendment ‘ 
giving jurisdiction to the FDA only over advertising affecting health 
The bill as then amended was again before the House. The issue 
clearly was whether or not jurisdiction over advertising even to the 
extent of the compromise should vest in the FDA.’ The amended bill 
was defeated by a vote of 190 against to 70 for thus showing the unmts 
takable temper of the Hlouse in the Seventy-fourth Congress to deny 
jurisdiction on this controversial issue to the FDA. This ended the 
bill in the Seventy-fourth Congress. In the Seventy-fifth Congress the 
bill, S. 5, somewhat modified but containing provisions vesting adver 
tising jurisdiction in the FDA was brought to the floor of the Senate 
on March 8, 1937, and passed the following day. S. 5 was then referred 
to the House Committee on Interstate and Foreign Commerce where 
S. 1077, a bill to amend the Federal Trade Commission Act, was also 
under consideration. The chairman of this committee, Representative 
lea of California, was instrumental in incorporating the advertising 
provisions of S. 5, into S. 1077, the bill to amend tie FTC Act. The 
amended FTC bill, S. 1077, with special provision for food, drugs, de 
vices and cosmetics advertising was reported out of committee with a 
minority report * of three members in opposition to the food, drugs, 
devices and cosmetics provisions being incorporated into this bill." 

‘On June 12, 1933, the forerunner of the 80 Congressional Record 10678 
Food, Drug. and Cosmetic Act s 1944 *‘ Dunn, Wheeler-Lea Act, p. 157 
introduced by ‘Senator Royal S. Copeland. Fe, Rent. No. 1618. 75th Cong. 1s 
to the 73d Cong., Ist Sess. Because of the ae , 
numerous amendments, a revision was in- 8, pp. 194-200 
troduced as S. 2000 which was, in turn. '’ These new provisions (Secs. 12-16) pro- 
replaced by S. 2800. On January 4, 1935. vided a special definition for false adver- 
S. 5 was introduced to the 74th Cong.. 1st tising with respect to food, drugs, devices 
Sess. Although substantial changes were 2nd cosmetics, and additional remedies of 
made, the designation S. 5 was retained injunction and criminal penalties where 
until its enactment in June of 1938. there was intent or where the article was 


ann wie ’ dangerous to health. The new provisions 
80 Congressional Record 10233 (1936). are supplemental to Sec. 5 actions, and are 


°80 Congressional Record 10517-10518 not exclusive of this section. 











SEPTEMBER, 1952 


PAGE 582 


FOOD DRUG COSMETIC LAW JOURNAL 


On January 12, 1938, this bill reached the floor of the House *' where 
after heated debate it was passed by a vote of 107 for to 10 against. 
The House and Senate conferees adopted the bill and it was reported 
to the Senate floor on March 14, 1938, where, despite Senator Cope- 
land’s pointing out the ulterior purpose of vesting special provisions 
over advertising in the FTC Act in order to prevent the passage of 
similar provisions in the Food, Drug, and Cosmetic Act and despite 
a valiant “last ditch” stand ** by the proponents of FDA control, S. 
1077, the Wheeler-Lea Act, passed the Senate without a record vote. 
This sounded the death toll to advertising provisions being enacted 
in the Food, Drug, and Cosmetic Act and, as expected, the advertising 
provisions of S. 5 were eliminated in conference.'* The Senate agreed 
to the conference report without debate and three days later the House 
agreed, and S. 5, the Food, Drug, and Cosmetic Act, was signed on 
1938, by 


June 25, President Franklin D. Roosevelt. The legislative 
history of the Food, Drug, and Cosmetic Act and the Wheeler-Lea Act 
would seem clearly to indicate that an overwhelming percentage of 
the House was consistently opposed to vesting jurisdiction over ad 
vertising in the hands of the FDA and that the Senate with full knowl- 
edge of the import of its action adopted this view by enacting the 
\Vheeler-Lea Act with the food, drugs, devices and cosmetics adver 


tising provisions included." 


Legislative History of Section 502 (f) 


As an aid to discussion, Section 502 (f) has been divided into three 
parts: Section 502 (f) (1), Section 502 (f) (2), and the exception pro- 


viso. Although we are concerned with Section 502 (f) (1) in this paper, 





11 Dunn, work cited at footnote 8, pp. 
204-206. Representative Mapes’s address to 
the House set out the issue clearly: ‘‘Mr 
Chairman, the Members of the House ought 
to understand the real issue involved in this 
legislation. 

‘The bill proposes to amend the Federal 
Trade Commission Act in two important 
respects. One is a more or less procedural 
amendment about which. there is no con- 
troversy. The other involves the issue 
which was raised in the Copeland pure 
food and drug bill in the last Congress 


of whether the Federal Trade Commission 
shall have jurisdiction over the advertising 
of foods, drugs, cosmetics, and devices, or 
whether the Pure Food and Drug Admin- 
istration in the Department of Agriculture 
shall be given such 
the real 


This is 
under 


jurisdiction 


issue involved in the bill 


consideration, and the Members of the 
House ought to understand the issue clear- 
ly before voting upon it."’ 


283 Congressional Record 1429-4436: 
Dunn, work cited at footnote 8, pp. 332-350 

4% Dunn, Feaeral ood, Drug, and Cos 
metic Act, pp. 773, 969. 

4 Handler, ‘‘The Control of False Ad- 


vertising Under the Wheeler-Lea Act.’ 6 
Law and Contemporary Problems 91 (1939) 
The new Federal Food, Drug and 
metic Act of 1906, does not penalize and 
indeed, has no application to the false and 
misleading advertising of food, drugs and 
cosmetics Control over such advertising 
is continued in the Federal Trade Commis- 
sion whose powers, however, have been 
augmented by the Wheeler-Lea Amend- 
ments enacted in March 1938.’’ 
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the other parts are discussed insofar as they bear on the meaning of 
Section 502 (f) (1). In the interest of brevity, discussion on these 
divisions is begun with S. 5 as originally introduced. It should be 
noted, however, that the forerunners of Section 502 (f), as enacted, 
were to be found in Section 8 (a) of S. 1944,* Section 8 (a) of S. 2000,"* 
and Section 8 (e) of S. 2800**? and required “complete and explicit” 


directions for use. 


Section 502 (f) (1).—When S. 5 was first introduced by Senator 
Copeland on January 4, 1935, it provided that a drug would be deemed 
to be misbranded “if its labeling fails to bear plainly and conspicu 


This was 


’ 18 


ously (1) complete and explicit directions for use. 
amended to require “plainly and conspicuously (1) complete and ade 


quate directions for use,” '* then to require “plainly and conspicuously 


(1) adequate directions for use” ;*° then affirmatively to state: “Unless 
its labeling bear plainly and conspicuously (1) adequate directions for 
use....’*! Finally, it was enacted in the wording: “Unless its label 
ing bears (1) adequate directions for use. . . .” ** Thus the wording 


of S. 5 evolved from a requirement that labeling bear “plainly and con 
spicuously (1) complete and explicit directions for use” to the require 
ment of “adequate directions for use.” 


Section 502 (f) (2).—Inasmuch as the word “adequate” is used in 


Section 502 (f) (2) it is interesting to note the development of this 
section, insofar as it may shed light upon the connotation of the word 
“adequate” as used by Congress, for it may be presumed that where 
“adequate” was used twice in the same section Congress intended 
that it convey the same meaning. S. 5, as originally introduced, pro 
vided that a drug be deemed misbranded: 

If its labeling fails to bear plainly and conspicuously (2) such warnings 
in such manner and form as may be prescribed by regulations, as provided by 


sections 701 and 703, against use in such pathological conditions or by children 


where its use is contraindicated and may be dangerous to health, or against 


unsafe dosage or methods or duration of administration or application ° 
As enacted, the law provides: 
Unless its labeling bears . . . (2) such adequate warnings against use in those 


pathological conditions or by children where its use may be dangerous to health, 


% Dunn, work cited at footnote 13, p. 41 ” Dunn, work cited at footnote 13, pp. 


% Dunn, work cited at footnote 13, pp. 220-221. 

56-57. 2 Dunn, work cited at footnote 13, p. 538. 
17 Dunn, work cited at footnote 13, p. 76. 21 Dunn, work cited at footnote 13, p. 669 
% Dunn, work cited at footnote 13, p. 197. 22 Dunn, work cited at footnote 13, p. 764 


23 See footnote 18 
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or against unsafe dosage or methods or duration of administration or application, 
in such manner and form, as are necessary for the protection of users . 


The word “adequate” was used in Section 502 (f) (2) for the first 
time in the final draft, and was a result of the final conference on the 
bill prior to its enactment. The statement of the managers on the 
part of the House as to this conference report *° would indicate that an 
objective standard for “adequate” warnings had been written into the 
law to replace the subjective determination of the administration. Rep 
resentative Lea, who was one of the managers on the part of the House 
at this final conference had this to say on the very day that the law 


was enacted by the House: 


The conferees also agreed provision requiring adequate warnings 


upon the label against use in certain pathological conditions or by children where 
duration of use 


upon a 


its use may be dangerous to health, or against unsafe dosag« 
The substance of the change as agreed to by the conference is that the warning 
must be “adequate 


The Secretary, however, can prescribe 


” 26 


instead of being prescribed by regulations of the Secretary 


exceptions Lo thos« re rulati ms Oo thre 


grounds of impracticability.” 

This statement would certainly seem to indicate that at least as to 
warnings it was the intention of Congress that the standard of “ade 
quate” should be an objective standard to be determined in each in 
stance and not to be interpreted as the Administration should see fit 
to interpret it. In view of the fact that Section 502 (f) (1) was already 
worded as “adequate directions for use” at the time of this final confer 
ence it must have been the intent of Congress that “adequate” should 
mean the same in both sections and that “adequate directions for use” 
should be an objective standard with its ordinary meaning and that 
the contours of the interpretation of this word should be gained by a 
case-by-case determination in accordance with traditional determina 


tions by our courts under a common law system of jurisprudence 


The Proviso 


Provided, That where any requirement of subdivision (1) of this paragraph, 


As $. 5 was originally introduced, it read 


as applied to any drug, is not necessary for the protection of the public health, 


24 See footnote 22. 

83 Congressional Record 9095; Dunn. 
work cited at footnote 13, p. 995: “Warn- 
ings against misuse of drugs and devices.- 
Under the House Amendment a drug or de 
vice is considered misbranded unless its 
labeling bears such warnings against use 
in pathological conditions or by children 
where its use may be dangerous to health 
or against unsafe dosage or methods or 


duration of administration or application. 
in such manner and form as the Secretary 


finds necessary for the protection of users 
and by regulations prescribed. Under the 
conference agreement a drug or device 
is considered misbranded unless its label- 
ing bears adequate warnings in the cases 
specified in the House amendment as are 
necessary for the protection of users."’ 

** Emphasis in Congressional Record 
Words elsewhere emphasized are done b) 
author unless otherwise indicated. 

2783 Congressional Record 9096: Dunn 
work cited at footnote 13, p. 999 
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the secretary shall promulgate regulations, as provided by sections 701 and 703, 
exempting such drug from such requirement.” 
\s enacted, this provision read: 


Provided, That where any requirement of clause (1) of this paragraph, as 
applied to any drug or device, is not necessary for the protection of the public 
health, the Secretary shall promulgate regulations exempting such drug or device 
rom such requirement.” 

The important thing to note is that this clause by its clear wording 
was intended not to give the Secretary (now Administrator) the power 
to place his own interpretation on the standard “adequate directions 
for use” (the clause (1) referred to in the proviso) but rather was 
intended, as it clearly, concisely and plainly states, to allow the Secre 
tary to make exceptions to the requirement for “adequate directions.” 
It would seem from the above proviso and the legislative history that 
it was not only the intention of Congress, but that they clearly 
expressed this intention that “adequate directions for use” was to be an 
objective standard and that regulations authorized by the act, at least 
insofar as they applied to Section 502 (f) (1), were to be “exceptions 


to” and not “interpretations of” this section. 


Administration and Judicial Determination of 
Section 502 (f) (1) Since Enactment 


Immediately subsequent to the enactment of the Food, Drug, and 
Cosmetic Act, despite the above legislative history and the wording 
of the Act, regulations were published in an attempt to interpret and 
“concretize” the meaning of the standard “adequate directions for 
use” prescribed by law. The Administrator, through regulations, at- 
tempted to define situations that would be considered inadequate 
directions and thus, by negative qualifications—that 1s, by defining 
what was (among other things) inadequate—to “concretize” the mean 
ing of “adequate.” One provision which is of interest in respect to the 


FDA control of advertising is the requirement: 


Directions for use may be inadequate by reason (among other reasons) of 
omission in whole or in part, or incorrect specification of: (1) Directions for 
use in all conditions for which the drug or device is prescribed, recommended or 
suggested in its labeling, or im its advertising disseminated or sponsored by or 
on behalf of its manufacturer, packer, or distributor - 


By this interpretation a pharmaceutical product would be deemed 
to be misbranded under Section 502 (f) (1) if its labeling did not spec- 





*% See footnote 18. #” See footnote 2 
** See footnote 22. 
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ify directions for all conditions for which the drug is prescribed, 
recommended or suggested in its advertising. The effect of this inter- 
pretation is to vest control of advertising in the FDA over false thera- 
peutic claims. All conditions for which a therapeutic claim is made 
in advertising must be set forth with adequate directions for use on 
the labeling. Failure to set forth the conditions for which the product 
is advertised is a violation of Section 502 (f) (1), while compliance 
would render the product in violation of Section 502 (a) and other 
sections if the product were not in fact a treatment for the diseases 
indicated. The FDA points out that this control of advertising, secured 
through regulations issued under Section 502 (f) (1), is only a control 
over “labeling’’—that is, their action is never against advertising as 
advertising, but only against “labeling” for failure to set out al/ condi- 
tions mentioned in advertising. They point out that jurisdiction in 
respect to labeling is vested in the FDA. It is also said that the juris- 
diction under these regulations—inasmuch as it relates only to thera 
peutic claims and does not cover many economic aspects of advertising, 
such as, perhaps, false claims as to the cost of the product or the 
availability of the product or money-back guarantees or the possibility 
of other claims of like nature—is not therefore inconsistent with juris- 
diction being vested in the FTC by Congress, inasmuch as control of 
these aspects of false advertising is admittedly beyond the scope of 
FDA control through labeling regulations. It is again and again 
pointed out by proponents of FDA control of advertising that if false 
therapeutic claims are permitted in advertising, truthful labeling will 
not protect the public and that the purpose of the Food, Drug, and 
Cosmetic Act is to protect the public. In any event, despite protests, 
this provision relating to advertising has been in the regulation since 
first issued and the FDA has acted on it. 

A discussion of some of the litigated cases decided under Section 
502 (f) (1) on this point will aid in further clarifying the status and 
extent of FDA control over advertising. In order to limit the scope 
of this discussion only those litigated cases in which the question of 
false advertising control under Section 502 (f) (1) was directly in 
question will be discussed. Other cases in which Section 502 (f) (1) 
was involved as a secondary issue, as well as those cases in which 
“advertising” (in the commonly used sense of the word) was controlled 
by the FDA by a determination that it was labeling within the meaning 


of “other written, printed, or graphic matter . . . accompanying such 
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article” as provided by Section 201 (m) of the Act, are listed in the 
footnotes.** A broad interpretation of “accompanying such article” 
has resulted in FDA control of a wide range of material ordinarily 
considered advertising, and should be considered in a general discus- 
sion of FDA control over advertising but is beyond the narrow scope 
of this paper. 

One of the first cases in which the question of interpretation of 
Section 502 (f) (1), the requirement for “adequate directions for use,” 
and the regulations thereunder was in issue, was in U. S. v. 150 Bottles 
of “Bush Mulso Tablets,” etc.** This libel for condemnation involved 
five products, each of whose labels failed to specify any disease or 
condition of the structure or other function of the body of man to be 
affected by the product. The court made a finding of fact that all the 
products in question were drugs within the meaning of the Act. One 
article was labeled: 

Bush Mulso Tablets. Directions: Three to six tablets after meals as required 
Provides the absorbing properties of charcoal with the proteolytic enzymes of 


\nother was labeled: 


BUSH ENDO-VEG Directions—SUGGESTED USE lwo tablets each 
meal, Swallow with water. Six tablets daily will provide 0.84 Mg. of iodine 
vhich is eight times the minimum daily adult and child’s requirement. INGRE 
DIENTS—Each tablet contains Pacific Ocean Kelp as a source of iodine in a 
case of desiccated alfalfa and celery, with excipients. AS A DIETARY SOURCI 
OF IODINE. 

Still another was labeled (in part) : 

BUSH LEMO TABS A SPECIAL DIETARY SOURCE OF VITAMIN 
& SUGGESTED USE—One to two tablets daily. Tablets may be chewed o1 
swallowed with water. Each tablet provides the adult with the minimum dail) 
requirement of Vitamin C and the child with 1% times the minimum requirement 


As in these three examples, all five of the products failed to specify 
on the labeling any condition or disease for which the drug was useful. 
The court, therefore, after finding that the products were drugs made 
the following findings of law: 


4. The requirement that the labeling bear “adequate directions for use” 
requires not only that the labeling bear statement of the dosage or the amount, 














3%t Other Sec. 502 (f) (1) cases not directly 
considering the question: Sekov Corpora- 
tion v. U. S., 139 F. (2d) 197 (CCA-5, 1943); 
U. 8. v. 50% Bottles Sulfa-Seb, 54 F. Supp. 
759 (DC Mo., 1949); U. 8S. v. Sullivan, 332 
U. S. 689 (1948): Lafayette M. Gray, Appel- 
lant v. U. 8., 174 F. (2d) 919 (CA-8, 1949): 
U. S. v. El-O-Pathic Pharmacy, Civil No 
10,266-HW (DC Calif., 1950). 


A few of the more important cases in 
which ‘‘advertising’’ in the common sense 
has been deemed labeling under Sec. 
201 (m): Kordel v. U. 8., 335 U. S. 345 
(1948): U. S. v. Urbeteit, 335 U. S. 355 
(1948): U. 8. v. 23 Phonograph Records, 
CCH FOOD DRUG COSMETIC LAW RE- 
PORTS { 7220 (CA-2, November 7, 1951). 
3283 F. Supp. 875 (DC Mo., 1947). 
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which is recommended that the consumer use, but also a statement of the purpose, 
namely, the disease or the effect upon the structure or tunction of the body for 
which the article is to be taken, 


5. That directions for use are not adequate unless the purpose for which 
the drug is to be taken, as well as the amount to be taken, appear on the labeling 


Although the court in this case determined that where there were 
no conditions or disease specified on the label that Section 502 (f) (1) 
was violated, it dodged the issue with regard to conditions for which 
the product was advertised. The court found as a conclusion of law 


14. Under the facts heretofore found and the law, it is not necessary to 
pass upon the validity of the regulation 2.106al of the Administrator of the Food 
and Drug Administration, or to make any finding of tact as to the advertising 
disseminated by the claimant here'n, or to determine the customary conditions 
ot purchase and use. 


l°. S. v. Colgrove * and the subsequent appeal *' from a conviction 
for criminal contempt for violation of the injunction therein ordered 
were the first reported cases to have the issue of whether advertising 
claims are to be considered in determining if there were “adequate 
directions for use.” The facts here were that the detendant Colgrove 
] 
| 


had for a number of vears through various companies sold a natural 


oil product for various skin conditions, and that the FIA had brought 
numerous actions against him, his company or his products The 
opinion of the United States Court of Appeals for the Ninth Circuit 


sets out the issue: 


In 1945 appellants changed the labeling of the Colusa Oil preparations s 
that the labels failed to mention any maladies for which the drugs were recom 
inended However, they then proclaimed the worth of the products in the 
treatment of specified ailments extensively in newspaper advertisements. Early 
in 1947 the United States sought an injunction in the court below restraining 
the shipment of the products without a label containing adequate directions | 
their use in the treatment of all conditions for which they were prescribed, r¢ 
ommended and suggested in the advertising material. The action was predicated 
on 21 U. S. C. A. §352(f)(1), which provides that a drug or device shall b« 
deemed to be misbranded unless its labeling bears adequate directions for use 

\ preliminary imjunction was granted, atter which the court issued 
a permanent injunction with appellants’ consent Appellants then devised a 
label on which it was stated that the products were intended for use in the 
treatment of four skin diseases, namely psoriasis, eczema, athlete’s foot, and leg 


ulcers. Specific directions as to the method of use for these affections were 

incorporated in the label. The newspaper advertising was thereupon changed 
‘83 F. Supp. 880 (DC Calif., 1947) v. 9 Bottles “Colusa Natural Oil,’ 78 F 
‘Colgrove v. U. 8., 17% F. (2d) 614 Supp. 721 «(DC Ia., 1947): Drugs and De 

(CA-9, 1949). vices Notices of Judgment Nos. 1384 and 
8 Empire Oil and Gas Corporation 1 2087 


U. S., 136 F. (2d) 868 (CCA-9, 1943); U. 8. 
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in such manner as to highlight these four diseases; but the advertising contained, 
in addition, reports of benefits derived in the treatment of other skin diseases 
not mentioned on the label, no adequate directions for use being given. 

In U. S. v. Colgrove,® the situation was that Colgrove had been 
enjoined : 

From introducing or delivering for introduction into interstate commerce, 
in any form or manner, the product known as “Colusa Natural Oil”, or any like 
product, without a label containing adequate directions for use of such product 
in the treatment of all conditions, ills and diseases for which such product is 
prescribed, recommended, and suggested, in the advertising material disseminated 
or sponsored by or on behalf of the defendants or either of them; which direc 
tions shall include the quantity of dose (including quantities for (2) persons ot 
different ages and different physical conditions) to be taken or applied in the 
treatment of each of such conditions, ills and diseases, as well as the recom 
mended frequency and duration of administration or application of such dosage 


Thereupon the defendant Colgrove labeled his product: 

\ natural unrefined petroleum oil intended for use in the treatment ot 
Psoriasis, Eczema, Athlete’s Foot, and Leg Ulcers. Directions: Apply to 
affected parts and rub it in thoroughly morning and night For open sores, 


saturate cotton pad with oil and bind on by gauze. Change to fresh dressing 


morning and night. For tender skin oil can be diluted 50% with olive oll 


Continue treatment until skin is smooth and comfortable 
Thus labeled for four conditions or diseases for which he main 

tained his products to be effective, the defendant Colgrove proceeded 
to advertise the products in such a manner as to highlight the claims 
for these conditions, but at the same time to carry testimonials in his 
advertisement that the products were effective in the treatment of 
certain additional skin conditions, among them poison ivy, poison oak 
and acne. The United States Court of Appeals for the Ninth Circuit 
affirmed a conviction for criminal contempt as a result of such adver 

tisement. No evidence was offered as to the lack of efficacy of the 
product for the four named conditions set forth on the label nor as to 
the lack of efficacy of the product or the insufficiency of the directions 
as to manner or frequency of application as to the other conditions for 
which it was advertised. The decision of the appellate court ** seemed 
to rest on the facts that: (1) The injunction required the labeling to 
contain adequate directions for a// conditions “prescribed, recommended 
and suggested” in the advertising. (2) “Plainly the sponsor intended 
to be understood as adopting as his own the quoted statements of the 
doctors and professional dispensers of the preparation.” (3) The label 


* See footnote 34. * See footnote 35 
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ing violated the injunction in not setting forth all conditions for which 
the drug was advertised. The court quoted the regulations to affirm 
the jurisdiction of the trial court to issue the injunction. It can be 
said, however, that this decision does not decide the force of the regula- 
tions prescribing what shall constitute “adequate directions for use,” 
for here the lower court had specifically issued an injunction (which, 
it is true, adopted verbatim the language of the regulation) and hence 
the appellate court did not decide on the basis of the regulation, but 
on the basis of the wording of the injunction. The result of this rea- 
soning would seem to cause a conclusion that the lower court felt that 
in the light of the particular facts of this case and the long history of 
litigation that, all facts considered, the directions for Colusa Natural 
Oil were not adequate unless all conditions for which it was advertised 
were placed on the label. 

Another series of cases ended in the same set of facts. The FDA, 
after numerous actions against Alberty Food Products or against one 
or more products made by them, evoked Section 502 (f) (1) against 
them in three separate actions, two of which went to the Circuit Court 
of Appeals for the Ninth Circuit. In the first of these decisions,** the 
court pointed out: 

It is obvious that in the use of drugs for self-medication the health of the 
consumer may be endangered in any of three ways: First, if the drug is mis- 
branded either by omission from the labeling of a statement of its ingredients, 
or by false statements of the ingredients, or by false statements in the labeling 
with reference to the contents of the package, or with reference to the efficacy 
of the drug in the treatment of certain diseases; secondly, if the drug is placed 
on the market with no mention in the labeling of any disease or ailment for 
which the manufacturer intends it to be used as a cure or palliative, while at 
the same time the manufacturer falsely advertises it to the public through other 
means as having therapeutic value in certain diseases; and, thirdly, if its labeling 
mentions some diseases or ailments for which the drug is claimed to be a 
remedy, while the manufacturer falsely advertises to the public by other means 
that it is a remedy for other and different diseases and ailments. 

The court pointed out that each of these conditions may result 
in harm to the public and, after a recital of the Congressional purpose 
of the Act, concluded: 

It seems equally obvious that no drug can be said to contain in its labeling 
adequate directions for use, unless every ailment of the body for which it is, 
through any means, held out to the public as an efficacious remedy be listed in 





%*U, §. wv. Various Articles of Drug 
Labeled “Instant Alberty Food . .. Etc.,” 
83 F. Supp. 882 (CA of D. C., 1949). 
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the labeling, together with instructions to the user concerning the quantity and 
frequency of dosage recommended for each particular ailment 

In another Alberty Food Products case,** the proceedings were 
for condemnation of “Ri-Co Tablets” on the basis of Section 502 
(f) (1). The label made no mention of any disease, but newspaper 
advertising blatantly recommended them for arthritis and rheumatism 
“according to the principles of Homeopathy.” The lower court refused 
to consider the therapeutic merits of the product, rejected the claim 
ant’s rather novel suggestion that the court (by a further extension 
of the definition of labeling as anything “accompanying the product’) 
should consider the newspaper advertising as a part of the labeling 
and that, thus considered, the directions would be “adequate,” and, 
in view of the fact that no disease was mentioned on the labeling. 
granted summary judgment condemning the product. On appeal the 
claimant below urged: 

The directions printed on the label of Ri-Co Tablets are adequate for thei: 
use in all conditions for which they are prescribed, recommended, suggested, o1 
commonly and effectively used. The Act does not require a label to include a 
statement of those conditions and the decree should accordingly be reversed 
with instructions to dismiss the libel. In the alternative, the decree should be 


reversed, and the question of whether the directions are adequate for the intelli- 
+] 


gent and effective use of the tablets should be left to the determination of the 
wry 

In effect, the claimant below said that those who were induced by 
the newspaper to buy Ri-Co Tablets for arthritis or rheumatism 
already knew what they were buying them for and need only be told 
how to use them in order to have “adequate directions for use.” The 
circuit court, however, affirmed the summary judgment: 

Having concluded as a matter of law, that the labeling of the drug wholly 
and completely failed to conform to the requirements of this Section, the court 
properly held that the drug was misbranded 

In the latest Alberty decision *° (and probably the first case where 
the complete issue as to the validity of the FDA regulations in regard 
to advertising was the basic issue) resulted in an appeal by Alberty 
from an injunction. 

In the district court the stipulated facts were that the defendant 
Alberty Food Products had mailed to lists of prospective customers 
certain literature (Calcium, The Staff of Life; Dynamic Digest; Is There 





2% U.S. v. 33 Bottles . . . Alberty Food ”U, 8. v. Alberty Food Products et al., 
Products Etc., Claimant, In Admiralty, No 98 F. Supp. 23; Alberty Food Products v 
24872-H (DC Calif., November 29, 1949). U. 8., CCH FOOD DRUG COSMETIC LAW 


REPORTS { 7225 (CA-9, February 15, 1952). 
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Hope that Graying Hair Can Be Restored? etc.) with the name and 
address of a retail outlet where the products could be purchased. 

The government position was that the products were in violation 
of Section 502 (a) if the literature was labeling, and in violation of 
Section 502 (f) (1) if the literature was not labeling, inasmuch as 
the labeling would then contain no mention of the conditions or 
diseases mentioned in the advertising. The court held that the litera- 
ture was not “accompanying such articles” within the meaning of the 
definition of labeling in Section 201 (m) (2), and granted summary 
judgment enjoining further shipment in interstate commerce of an) 
of the products until labeling bore adequate directions for uses and 
diseases suggested in their literature. In reaching his decision, the 
trial judge divided the products into two groups. As to one group, 
he said: 

The remaining “drugs” involved at bar to wit: . . . may be classed as 
so-called dietary supplements and laxatives. As such “the purposes or conditions 
for which the drug was intended” is a matter of common knowledge. However 
the defendants in their literature admittedly recommended these “drugs” without 
exception for other than commonly known uses 

It was this group of products that the court found would have 
been satisfactorily labeled except for collateral claims made in adver- 
tising. The trial court decided that in determining the adequacy of 
the directions, the court is not confined to the conditions or diseases 
mentioned on the labeling but is free to consider collateral literature 
and newspaper and magazine advertising. The appellate court," in 
sustaining the decision that collateral advertising could be considered, 
said: 

It is not the truth or falsity of the literature and advertising which is chal 
lenged; it is merely consideration, as evidence, of claims promulgated by the 
manufacturer in measuring whether the information communicated by means 
of the label adequately describes the diseases or conditions for which the drug 
was intended as well as relevant facts containing dosage. 


FTC and Advertising 


The Federal Trade Commission, by the Wheeler-Lea amendment. 
was vested with special powers as to advertising of food, drugs. 
devices and cosmetics. The Wheeler-Lea Act was originally intro- 
duced to strengthen the jurisdiction of the FTC generally and to 
avoid the requirement of the element of “competition” that the 
Supreme Court had required in FTC v. Raladam Company.*? The 








\ Alberty Food Products v. U. 8., foot- @ Federal Trade Commission v. Raladam 
note 40. Company, 283 U. S. 643. 
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addition of the food, drug and cosmetic provisions were an after 
thought. The result is that the FTC Act as amended by the 
Wheeler-Lea Act has been held to grant the FTC jurisdiction over 
labels ** under its general jurisdiction to prevent “unfair trade prac- 
tices” under Section 5 of the act. The definition for false advertising 
in Section 15 of the FTC Act “ is expressly limited to Sections 12, 13 
14 of the act—that is, limited to the provisions making false 
advertisement of food, drugs, devices or cosmetics a crime; providing 
for injunctions; and outlining penalties. Thus it is that the definition 
in Section 15, with its requirement that the 


and 


of “false advertising” 
advertisement be “other than labeling,” 
proceedings, and the FTC may still proceed by cease-and-desist orders 
against false labels as a “deceptive trade practice.” But as to the 
provisions of Sections 12, 13 and 14, the issue has become clouded, 
for the Food, Drug, and Cosmetic Act definition of labeling has been 
greatly extended to cover many things ordinarily considered adver- 


is not controlling on Section 5 


tising and, while no specific definition is provided in the FTC Act for 
labeling, the legislative history would seem to favor an adoption of 
the Food, Drug, and Cosmetic Act definition. Under these circum- 
stances the requirement that advertising be “other than labeling,” 
as the definition provides, would seem to limit FTC jurisdiction with 
expanding FDA jurisdiction through extending the meaning of label- 
ing. The result is a situation where both agencies claim jurisdiction 
over the same party for the same acts. The details of this situation 
are beyond the scope of this paper, but mention is made of the conflict 
in that it illustrates the difficulties of divided jurisdiction. 


Some Observations 
The legislative history of the Food, Drug, and Cosmetic Act of 
1938 reveals clearly that, whether wisely or not, Congress desired 
that control of advertising be in the hands of the FTC and not of 








representations or material with respect to 
consequences which may result from the 


“8 Fresh Grown Preserve Corporation 
et al. v. Federal Trade Commission, 125 





F. (2d) 917 (CA-2, 1942). 

***The term ‘false advertisement’ means 
an advertisement, other than labeling, 
which is misleading in a material respect: 
and in determining whether any adver- 
tisement is misleading, there shall be taken 
into account (among other things) not only 
representations made or suggested by 
statement, word, design, device, sound, 


or any combination thereof, but also the 
extent to which the advertisement fails to 
reveal 


facts material in the light of such 


use of the commodity to which the adver- 
tisement relates under the conditions pre- 
scribed in said advertisement or under such 
conditions as are customary or usual. No 
advertisement of a drug shall be deemed to 
be false if it is disseminated only to mem- 
bers of the medical profession, contains no 
false representations of a material fact, and 
includes, or is accompanied in each in- 
stance by truthful disclosure of the formula 
showing quantitatively each ingredient of 
such drug.”’ 
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the FDA, and there is strong indication that at the time of enactment 
of the Food, Drug, and Cosmetic Act the House, as the House 
Conferee’s Report would indicate, intended that “adequate directions 
for use” was to be an objective standard to be determined on an 
individual case basis, in the light of the facts of each case, with power 
in the Administrator to make exceptions to these requirements. 
Through the issuing of regulations under Section 502 (f) and broad 
interpretation of “accompanying such article” in the definition of 
labeling, any product may be condemned if a false therapeutic claim 
has been made in the advertising. By the court decisions on the 
question in issue even more can be said for, by these decisions, a 
product is misbranded if it does not contain on its labeling all condi 
tions for which the drug is prescribed, recommended or suggested in 
its advertising. Furthermore, reference to testimonials or opinions 
about the product in the advertising may be deemed to have been 


adopted by the manufacturer. 


Under these decisions the truth or falsity of the advertised thera 
peutic claim is not even in issue. Unless all conditions mentioned in 
the advertising are also mentioned on the labeling a seizure may be 
made and the product may be condemned on summary judgment, for 
it is misbranded as a matter of law. This is so regardless of the truth 
or falsity of the therapeutic claim made in the advertisement. There 
is much to be said in favor of allowing the FDA to have control over 
advertising and this power to force any claims made in advertising 
likewise to be made on the labeling, for otherwise a false claim made 
in advertising would be beyond the FDA’s authority, and drug prod 
ucts of questionable merit would use this “dodge.” On the other 
hand this type of promotion would not be immune from federal 
action, as it would clearly come within the scope of the FTC Act and 
could be prosecuted according to its seriousness under that act. It 
would also appear that the Attorney General can bring independent 
action under the FTC Act without reference to the FTC. Thus, in 
no true sense would there be a hiatus in the law as far as the offender 
was concerned, although the offense might be under a separate act 
that is, the FTC Act. The effect of allowing the FDA jurisdiction in 
this field is to create two crimes where, if my interpretation of 


Congressional intent is correct, only one was intended. It should be 


further stated that the FDA has only recently received court decisions 
that clearly support its authority to interpret and its interpretative 
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regulations under Section 502 (f) (1). While these actions were 
brought generally while in “hot pursuit” of defendants who, after 
prior action by the FDA, had amended their selling policy in an 
attempt to evade FDA jurisdiction, increasing activity in this field 
is likely. 

Thus far, the courts have been prone to follow the Administrators’ 


views as to the meaning of “adequate directions for use.” It should 
be noted that the proposed regulation under Section 502 (f) is again 
creating an administrative determination of the meaning of Section 
502 (f) (1) and under this regulation the Administrator has for the 
first time set out an affirmative meaning. The regulation provides: 
“*Adequate directions for use’ means directions under which the 
layman can use a drug or device intelligently and safely.” 

The existing regulation provides that directions may be inade 
quate by reason (among other reasons) of omission of 

Directions for use in all conditions for which such drug or device is pre- 
scribed, recommended, or suggested in its labeling or advertising disseminated 
or sponsored by or on behalf of its manufacturer, packer or distributor. 

The proposed regulation provides that direction may be inade- 
quate because of omission of 

Statements of all conditions, purposes or uses for which such drug or device 
is intended by its manufacturer, packer, distributor, or seller, including conditions, 
purposes, or uses for which it is prescribed, recommended, or suggested in its 
oral, written, printed, or graphic advertising. 

It should be noted that the proposed regulation further provides 
an exception for conditions, purposes and uses ,which are unsafe 
except under the supervision of a practitioner, where it is advertised 
only to such practitioner. This exception is a safeguard to “ethical” 
(those advertising only to physicians) advertisers. It should be noted, 
however, that the proposed wording 1s more explicit than that of the 
existing regulation, for it provides for “all conditions, purposes and 
uses” instead of “all conditions”; it includes for the first time the 
word “seller,” as well as “manufacturer, packer, or distributor”; and 
it sets out “its oral, written, printed, or graphic advertising” instead 
of “its advertising.” The inclusion of the word “seller” and “oral” 
probably will make prosecution of “hucksters” who make oral claims 
to prospective buyers of drugs easier for the FDA. The specific 
inclusion of “oral” will also aid the FDA in reaching radio, tele- 
phone, television and talking-picture advertisements. The use of the 


words “written” and “printed” will easily include newspapers, maga- 
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zines, circulars, letters, billboards and posters, and the use of “graphic” 
will include television, deceptive drawings, moving pictures, and 
incomplete or misleading charts and graphs commonly used in sales 
promotion. Thus, although it may be said that the inclusion of the 
words “oral, written, printed, and graphic” adds nothing to the 
requirement of existing regulation, the inclusion does more clearly 
define the broad scope of coverage of this regulation, and if the 
administrator does have authority to interpret the meaning of “ade 
quate directions for use,” then it would seem desirable that the scope 
of its interpretation should be set out clearly, with these descriptive 
adjectives, for only by reading this regulation could one be apprised 
of the broad scope of jurisdiction claimed, inasmuch as no mention 
of advertising is made in the Act itself. 

The basic question here is not whether Congress had the power 
to delegate to an administrative agency the authority to issue inter 
pretative regulations, nor is it a question as to whether the standard 
prescribed by Congress, that is, “adequate,” is sufficiently definite 
to guide the Administrator so that interpretative regulations do not 
violate the constitutional provisions of due process. 

The questions here are: May Congress limit the power of an 
Administrator to issue interpretative regulations? Was it the inten- 
tion of Congress to so limit this power in the case of Section 502 
(f) (1)? 

As to the first question, it is well settled in our system of govern 
ment that administrative power must be lawfully delegated: hence 
it is clear that since Congress within constitutional limits may delegate 
its powers, it may likewise limit the extent of its delegation and may, 
if it chooses, set up an objective standard over which an administrator 
has been given no interpretative jurisdiction. To allow such inter 
pretative determination (with interpretative regulations having as a 
practical, if not theoretical, matter much of the force and weight of 
law) would in effect allow the Administrator rather than the courts 
to interpret the meaning of the standard, and would in effect make 
the standard subjective upon the interpretation placed on it by the 
Administrator rather than objective to be determined by a court in 
the light of all the facts of each individual case. One interpretation 


would bind the court to follow the interpretation of the Administrator 


unless the regulation could be said to be arbitrary and capricious. The 


other, objective method, would bind the courts only to the extent that 
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judicial precedent in accordance with our Anglo-American judicial 
tradition is binding, and would leave the courts free to consider all 
of the facts of the particular case and to distinguish these facts where 
the situation warranted. The answer to the second question as to 
whether it was the intention of Congress and Congress did in fact 
limit the interpretative power of the Administrator as to Section 
502 (f), must in the final analysis be determined by the courts. 
From the foregoing observations it can be said that the FD.\ 
by regulations and court decisions has now practically, if not theoreti 
cally, gained control over advertising and indications are, now that 
recent decisions have strengthened their claim in this field, that in 
creasing activity over advertising is to be expected in the future. In 
the immediate future it is probable that activity will be confined to 
more flagrant cases until a greater number of favorable decisions have 
been secured, but eventually it would seem inevitable that the FDA 
will find the regulations under Section 502 (f) the basis for the majority 


of its action. 
Some Recommendations 


As the situation now stands, it can be said that concerning thera 
peutic claims as to diseases, conditions and uses, both the FDA and 
the FTC have, from a practical point of view, control over both label 
ing and advertising. The FTC has control over false labeling by 
calling it an “unfair trade practice” under Section 5 of the FTC Act. 
while the FDA has indirect but effective control over advertising 
through the requirements for “adequate directions for use.” 

At least three solutions are possible: First, the present situation 
could continue to be sustained. The results would be that two agen 
cies and two acts, independent of each other, would control food, drugs, 
devices and cosmetics labeling and advertising (subject to such re 
straint as the Department of Justice might exercise by refusing to 
prosecute when it thought the action unwarranted). This sort of 
situation subjects an advertiser to two separate actions by different 
agencies and to the danger of conflicting opinions in the administra 
tion. In short, the advertiser must satisfy both agencies. This re- 
sults in unsatisfactory and prolonged litigation. Second, Congress 
could amend the law giving exclusive jurisdiction to one agency over 


both labeling and advertising. This could have the advantage of con 


solidated enforcement and economy of administration. Third. if the 
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courts should overrule the FDA’s position with respect to advertising, 
or even if they didn’t, it would be theoretically possible for the FDA and 
the FTC to work together, instead of independently, in the proper 
enforcement of the two acts. If the government agencies would make 
an earnest effort to cooperate—perhaps through committees composed 
of two members from each agency with one member from the Depart- 
ment of Justice—then a great deal of duplication could be avoided, 
the type of action proper under the circumstance (whether a com- 
paratively mild cease-and-desist order or the comparatively harsh 
action of multiple seizure or criminal prosecution) could be deter- 
mined, and to an extent the dangers of one point of view (for it is at 
least an inherent danger that men working under the same director 
in the same building for a number of years take a uniform slant toward 
complex and multi sided problems, such as self-medications and thera- 


peutic claims) could be minimized. 


The present law as enacted in the Food, Drug, and Cosmetic Act 
and in the FTC Act affords adequate protection to the consumer. It 
provides a wide range of enforcement tools ranging from cease-and 
desist orders, to injunctions against advertising, to injunctions against 
the sale of the product, to single seizures, to multiple seizures, t 
criminal provisions. If there is a fault in the existing law as to con 
sumer protection, it lies in the division of responsibility for its en 
forcement, and the hardship that such division imposes both on the 
enforcement agency and the manufacturer who desires a question to 
be finally settled without endless litigation. To a large extent these 
difficulties could be resolved by co-ordination and planning in the 
enforcement of the laws by the two agencies, plus a willingness to 
abide by the determination of the courts (after appeal, of course) 
rather than to resort to multiple litigation. It is recommended that 
a committee to co-ordinate the activities of the two agencies in this 
field be established, in the interest of economy and efficiency. The 
FTC and FDA have different leadership than at the time of the enact 
ment of the two acts governing the food, drugs, devices and cosmetics 
industries. Surely, if the principal weakness in the law lies in its 
division, much can be done in correcting this deficiency by an earnest 


effort at cooperation and co-ordination, and the danger of another long 


period of debate and recrimination in Congress can be avoided. 


[The End] 








Some Current Problems Facing 


Food and Drug Officials 


By C. W. CRAWFORD 


This Paper Was Presented at the Fifty-sixth Annual 
Conference of the Association of Food and Drug 
Officials of the United States, Los Angeles, June, 1952 


AM HAPPY INDEED that on this occasion my perennial plans 

to attend an annual meeting of the Association of Food and Drug 

Officials of the United States have, at long last, materialized. I know 

the opportunity to become personally acquainted with kindred spirits, 

and the exchange of views made possible by these meetings, are help 

ful and inspiring, and pay off in better public service after we get back 
on our jobs. 

The administration of food and drug legislation is not a static 
function. Scientific and technical advances in production and distri 
bution, creation of new products, shifting patterns of consumer de 
mands, and development of new and ingenious forms of violation by 
fringe operators all create new problems. “Never a dull moment” is an apt 


description of the life of a food and drug official. 


I would like to discuss with you today a few of the developments 
that have occurred during the last year that are interesting and may be 
significant. New legislation has been almost continuously under con 
sideration in the Congress, as has been true since the Federal Food, 
Drug, and Cosmetic Act was passed in 1938. This represents, I think, 
a growing awareness by the legislative branch of the necessity for 
keeping the law abreast of the needs of consumer protection in the 
swiftly developing pattern of food and drug production and distribution. 

Increasing hazards to consumer welfare in dispensing dangerous 
drugs without prescription, or in refilling prescriptions without au- 
thorization of the prescriber, led to the enactment last October of the 
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Durham-Humphrey amendment. While prior to that time a great 
many cases had been brought against the unauthorized distribution of 
dangerous drugs, the statute was not as clearly adapted to this prob 
lem as was desirable from the standpoint of either the enforcing 
agency or the regulated industry. This new amendment, which went 
into effect on April 26, clearly prohibits the dispensing of dangerous 
drugs from interstate sources without the specific authorization of the 
physician. It recognizes prescriptions and refill orders transmitted by 
telephone. It clarifies the scope of administrative authority. It im 
poses no obligation on the pharmacist that is not required by his pro 
fessional ethics. 

The enactment of this amendment and its effective enforcement 
should go far toward eliminating hazards from the promiscuous dis 
pensing of dangerous drugs. But a substantial body of opinion is de 
veloping, in Congress and out, that stricter legislation on barbiturates 
will be needed. 

During the year, the Delaney Committee, which had been set up 
to investigate chemicals in food and the effect of fertilizers on food. 
continued that investigation. It also obtained authority to extend its 
investigation to chemicals in cosmetics. The hearings closed in early 
March. Just what action this committee will take cannot be forecast 
with certainty at the time this is written. There is reason to believe 
that it will recommend legislation to ban the use of new chemicals in 
foods and cosmetics unless they have been adequately tested to insure 
the safety of consumers. The majority of the food industry supports 
this legislative policy, although there is some difference of opinion as 
to the form it should take. While legislative action can hardly be con- 
cluded during the present Congress it is hoped that with the back 
ground created by the Delaney Committee’s report and recommenda 
tions, swift completion of the needed amendment will occur in the next 


Congress. 
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While these and other legislative problems have been under the 
consideration of the Congress, the Federal Security Agency has bee 
exercising its quasi-legislative function of developing important regu 
lations authorized by the Act of 1938. As you know, hearings were 
held some two years ago on proposals to establish tolerances for pestici- 
dal residues on various fruits and vegetables. The record of that hear 
ing is comprised in some 20,000 pages of testimony and exhibits. The 
task of reviewing it has been prodigious. 

According to the record there are about 100 different chemical 
substances currently in commercial use in insecticides, fungicides and 
herbicides. Voluminous testimony was offered on the pharmacological 
properties of about half of the basic chemicals. Most of the others are 
of such similarity in composition that the evidence offered is also appli 
cable to them. For example, the toxicity of numerous salts of coppet 
IS proportional to the copper content, and these salts can be grouped 
together. 

The evidence on the pharmacological properties of all compounds 
about which testimony was offered has been summarized. Proposed 
findings have been drawn embodying the facts as to which toxic sub 
stances are necessary in the production of specified fruits and vege 
tables and which cannot be avoided, as in the case of certain weed 
killers. It is hoped that a tentative order may be issued soon. 


Definitions and Standards of Identity for Bread 


\nother important quasi-legislative action by the Federal Securit) 
Agency during the past year is the promulgation of a final order prescrib 
ing definitions and standards of identity for five of the most widely 
produced kinds of bread. The general purpose of these standards is to 
exclude ingredients of dubious safety or suitability and to insure the 
use of label designations clearly connoting the kind of bread defined 
so that the consumer can exercise intelligent choice in her purchases 
and be reasonably sure she gets what she wants. 


Some of the issues raised in formulating these standards have been 
highly controversial. This is particularly true of the bread softeners 
The standards exclude the polyoxyethylene type of softener, which has 
had considerable use in bread since 1947, on the ground that it has not 
been adequately tested to insure its safety and that its use tends to 
deceive consumers as to the freshness of the bread. While the stand 
ards permit, for the time being, the continued use of mono- and di 
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glycerides, their quantity is so restricted that they will not have an 
artificial softening effect and will not create a deceptive appearance of 
freshness. 

The record on which the bread standard was based raises no ques 
tion about the safety of the mono- and diglycerides, which have been 
used in foods for some 20 years. However, the Food Protection Com 
mittee of the National Research Council in its consideration of the use 
of surface-active agents in foods generally concluded that while there 
was no evidence that mono- and diglycerides are harmful, the possible 
effect of their surface activity had not, in the committee's opinion, been 
given adequate consideration and should be investigated further. The Ad 
ministrator has announced that an additional hearing will be held on 
this point, and the bread standards will be amended if the facts brought 
out so require. 


Soy Flour in White Bread 


Another controversial question arose concerning the use of SO) 
flour in white bread in quantities greater than the 3 per cent limitatio: 
on starches and flours other than wheat used for dusting and othe1 
purposes. The evidence shows that in quantities greater than 3 per 
cent, soy flour begins to alter the flavor and appearance of the loaf 
It was our view, and the order so provides, that the 3 per cent limita 
tion is a proper one for an article which the consumer buys as white 
bread. We have made it quite clear that this will not preclude the bak 
ing of a wheat and soy loaf containing quantities of soy flour sufficient 
to impart substantially the nutritional improvement of which it is 
capable. It is our view that eventually a standard should be provided 
for wheat and soy bread which will establish a floor under the quantity 
of soy flour used. One of our problems has been the sale of a bread 
containing only a token quantity of soy flour under false representa 
tions that it is a great nutritional improvement over ordinary white bread 

An outstanding feature of the controversy over soy flour in white 
bread was a campaign of misinformation by the commercial sponsors 
of a high-protein bread. This campaign was joined by a self-styled 
“nutritionist” who broadcasts on the radio. The sponsors of this bread. 
and this self-designated expert, alarmed the public with assertions that 
our proposed standards would prevent the bakers of this country from 


making any further improvement of their product. Using the scare 
technique to the limit, they led people to believe that the standard, if 
adopted, would deprive them of a special formula loaf containing soy 
flour, added wheat germ, and an unusually high quantity of dry skim milk 
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Letters poured in, both from excited consumers of this special 
loaf, and from others who thought a principle was at stake. A typical 
complaint was that the Food and Drug Administration was “limiting 
the amount of good nutrition which a baker can put into a loaf of 
bread.” They also advanced the curious argument that unless this spe 
cial formula product could be labeled as white bread, it would be im 
practical for small bakers to sell it in competition with ordinary whit: 
bread. 

In our replies we pointed out that our proposals would not prevent 
any baker from continuing to market bread containing worth-while 
amounts of soy flour, wheat germ, and the like, provided the bread is 
honestly labeled. We explained that such bread is distinctly different 
from regular white bread and therefore would not be affected by the 
standard for white bread, but that it would have to be labeled with a 
name that would enable the purchaser to identify it and prevent its 
being confused with white bread. We said that the label of such bread 
would be required under the law to list the ingredients. We tried t 
make it clear that the standard would prevent the kind of cheating in 
which claims of supernutritive values are based on inconsequential 
amounts of unusual ingredients, a type of sales promotion that has 
been altogether too common. 


Lack of Consumer Confidence Engendered by Misinformation 


Notwithstanding our reassurances, the campaign of misinforma 
tion has continued. We continue to receive letters that reveal not only 
that many people believe the false information they have been told 
about the bread standards—they show a widespread lack of confidenc« 
in the purity and nutritional worth of bread and of our food supply 


as a whole. 


This has played squarely into the hands of that small army of food 
quacks who volunteer to save the consumer from unsafe and non- 
nutritious foods by supplying their own brands of nutritional nos- 
trums, without which they claim no one can hope to get well and stay 


well or live longer and look younger. 


The vigor and scope of this crusade to smear staple foods are hav 
ing a powerful impact on the public’s thinking about its food supply. 
It poses a challenge to all food and drug officials. Have our efforts to 
keep the public informed of the facts been adequate? Have we the 
facilities needed to insure the public as fully as it deserves against the 
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abuses it fears? If not, are we prepared to go before our respective 
legislative bodies with well-ordered factual statements that convince 
ingly show the need for better law or more and better-trained person 
nel for enforcement? It seems to me that each of us should give 
prayerful thought to these questions. 

In considering these questions | have been impressed with the 
statement made by the able president of our association before the 
\merican Bar Association last September. He stressed the need for 
uniformity between federal and state and local legislation, and pointed 
out that a number of states had not yet revised their food and drur 
legislation along the lines of the federal revision of 1938 and were still 
enforcing laws patterned after the federal statute of 1906. The need 
federal, 





for modernizing these laws and of keeping all laws up-to-date 
state, county and city—can hardly be over-emphasized. This is equal], 
true of providing and training adequate personnel for enforcement. 

The success of efforts of food and drug officials to obtain legisla 
tion and appropriations is usually directly proportional to the degree of 
public knowledge of these needs. This imposes a duty on every food 
and drug official to devote a part of his resources to educational work 
We have undertaken to strengthen our own educational work during the 
past year and believe that we can already see some favorable results. 
| know that many state departments are carrying out splendid pro 
grams of public education. We have a vast amount of information in 
which the public is highly interested when it is presented factual], 
and in terms that are easily understood by the layman. The public 
has every right to know what our problems are, what we are doin” 
about them, and the extent to which we can effectively curb con 
sumer abuses. Out of such knowledge public sentiment grows in sup 


port of our objectives. 


Cooperation an Aid to Program of Public Education 


| am sure that state and local officials can help us in our program 
of public education. I believe that we can help you, too. I think that 
our cooperative relations ought to include public education as well as 
law enforcement. 

\We have begun a new method for improving communications be 
tween ourselves and consumers through recent appointment of an out 
standing consumer consultant in each of our 16 district territories. We 
made a strong effort to obtain persons who are interested in consumer 


problems, who are genuinely representative of consumers in their com 
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munities, who have no other axes to grind, and who can express clearly 
and objectively the consumers’ views. 

We expect to consult them on a wide variety of consumer prob 
lems about which we are in doubt. We need sources of more authentic 
information than we have had about consumer habits, expectations 


and preferences in the purchase and use of foods, drugs and cosmetics. 


The over-all purpose is to direct our actions more responsively to 
consumer needs. We hope too that as the plan works out, these con- 
sumer representatives will become the focal point of spreading inter 
about food and drug work in the areas to which they are attached 


Court Decisions—Some Important, Some Troublesome 


The year has brought its grist of court decisions, many of them 
important, some of them troublesome in that they opened up weak 
nesses in the law that we did not think existed. 

The United States Court of Appeals for the Ninth Circuit held that 
the present Federal Food. Drug, and Cosmetic Act does not require 
manufacturers to grant permission to inspectors of the Food and Drug 
\dministration to enter and inspect their plants. This construction 
was given the Act in a case styled /ra D. Cardiff v. U. S 


On May 5 the United States Supreme Court granted the gov- 
ernment’s petition for certiorari to review this decision. If the Court 
affirms the Ninth Circuit’s decision, the enforcement of the federal 
food and drug law will be seriously handicapped and the efficiency of 
our operations greatly impaired. In recommending the enactment of 
the provisions which the court decision has made virtually meaning 
less, the Senate Committee on Interstate and Foreign Commerce 
stressed the necessity of a provision that would require manufacturers 
to permit inspection. The committee said that authority for factory 
inspection is an indispensable implement for the enforcement of any 
statute intended to protect the public health. It pointed out that ex 
perience had shown that the small minority who refuse permission foi 
inspection are “in almost every instance . . . undertaking to hide 
some reprehensible condition.” 

Pending final decision of our authority to make factory inspections 
our districts will continue to request permission to make inspections 
as in the past and will report all facts on any refusals for possible 


future consideration. 
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A decision of interest in the problem of controlling decomposed 
food involved a seizure of frozen strawberries which had been proc- 
essed from rotten and moldy fresh berries shipped in interstate com 
merce by the Allbrook Freezing and Cold Storage Company, Inc. The 
district court held that the frozen berries were not subject to the seizure 
provisions of the federal Act, since the frozen berries had not been intro- 
duced into interstate commerce, were not being held in interstate 
commerce or held for sale after shipment in interstate commerce. The 
district court further held that the seizure and condemnation were pre 
cluded because no administrative tolerance or standard of quality for 
fresh or frozen strawberries was promulgated, and that the Act pro 
hibits the promulgation of standards for fresh fruits and vegetables. 

The United States Court of Appeals for the Fifth Circuit, in re 
versing the judgment of the district court, held: (1) The standard 
making provisions of the Act (Section 401) are immaterial to the ques 
tion in that such section does not apply to the provisions of the Act 
dealing with adulteration, but applies to misbranding sections and (2) 
the change in form of the berries, shipped in interstate commerce, 
from fresh to frozen, did not render the frozen berries a new product 
so as to relieve them from the seizure and condemnation provisions of 
the Act until they had been shipped interstate. 

This case raises the interesting question of the extent to which un 
fit raw commodities from interstate sources may be processed and re 


main subject to seizure action. 


Bireley Case 


A restrictive interpretation was placed upon the Act by the United 
States Court of Appeals for the Third Circuit in U. S. v. 88 Cases 
Bireley’s Orange Beverage. It was charged that Bireley’s orange drink 
was adulterated in that yellow coal-tar dyes, sugar, lactic acid and 
orange oil had been added so as to make the drink appear better or of 
greater value than it is. The trial court had charged the jury that in 
deciding whether the drink appeared better than it was they were to 
determine whether any part of the public—the vast multitude which 
includes the ignorant, the unthinking and the credulous, and those who 
do not stop to analyze in making a purchase—would be misled. The 
court of appeals held that the standard applied by the judge’s charge 
was erroneous in that the question for the jury should have been “the 


reaction of the ordinary consumer under such circumstances as attended 
retail distribution of this product,” and not whether “any part” of the 
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public would be misled. Certiorari was applied for by the government 
but was denied. The rule that the reaction of the ordinary consumer 
must be the standard of judgment, and that the reactions of other 
groups that constitute substantial parts of our population cannot be 
taken into account, is so restrictive and so unlike many past expres- 
sions of the courts that we hope to develop other cases involving the 


issue which the Supreme Court will consent to review. 


El-O-Pathic Pharmacy Case 


In a drug-misbranding case arising in Los Angeles against the 
El-O-Pathic Pharmacy, the United States Court of Appeals for the 
Ninth Circuit upheld the prescription regulations that were in effect 
before the Durham-Humphrey amendment was passed. An injunction 
was sought against the pharmacy for dispensing male and female sex 
hormones without prescription. The firm advertised these drugs as a 
remedy for “lack of sexual power” and “sexual desire.” The labels did 
not specify any disease for which the drugs were recommended except 
that the label for methyl testosterone included the statement: “For 
use by adult males mildly deficient in male hormone when small 
dosages are prescribed and recommended by a physician for palliative 
relief of such symptoms.” The trial court found that the directions for 
use were adequate because they told the purchaser to consult a physician. 

The appellate court’s opinion reads like a medical treatise on the 
indications and contraindications for the hormones. The court found 
from the evidence, despite contradictory testimony of a few general 
practitioners, “that the drugs are inherently dangerous, that they ar 
not safe and efficacious for use except under the supervision of a physi 
cian, and that they are not suitable for self-medication, since a layman 
cannot know when they should be used and when they should not be 
used.” The court also foynd that adequate directions for lay use could 
not be written and that the statements on the labels that “a physician 
should be consulted” and that the drugs should be used as prescribed 


or recommended by a physician are not “adequate directions for use.” 


The court further said: 

Where no adequate directions for use of specified dangerous drugs can be 
written for purposes of self-medication by a layman, and they can be safely taken 
only upon the advice and under the supervision of a physician, it is within the 
statutory power conferred upon the Administrator to require, by regulation, that 
the label set forth that they be taken only upon the prescription of a physician. 
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While the Durham-Humphrey amendment writes into law some of the 
provisions previously contained in the regulations, the El-O-Pathic case 
will still be an important pronouncement in the enforcement of the Act. 


During the last year there have been many instances of effective 
cooperation among federal, state and local officials. Most dramatic 
was the handling of problems created by the Kansas City flood, in- 
volving the most thorough and intimate cooperative effort on a large 
scale that has ever been undertaken. The arrangements were not 
planned ahead of time, or in Washington, but were made on the spot 
by the enforcement officials closest to the problem. City, county and 
state lines were largely disregarded, as well as questions of jurisdic 
tion. Whichever agency had the authority used it, and whichever in- 
spectors were available were utilized by the official in charge in any 
given area. The magnificent teamwork shown in this peacetime dis 
aster encourages the belief that if this country should be attacked by 
the atomic bomb and other modern weapons of war, our food and drug 
officials will be prepared to play their highly essential role with dis 


tinguished success. 


Need for Local-Federal Cooperation Early Recognized 


In reporting on the Miller amendment to the federal law in 1947, 
which asserted federal jurisdiction over commodities from interstate 
sources until final purchase by the consumer, the House Commit 
tee on Interstate and Foreign Commerce pointed out that the passage 
of the amendment would not exclude state authority from the same 
field. The committee referred to the cooperative relationship that ex 
isted among food and drug officials and said that “the needs for con 
sumer protection are such as to require at least the combined efforts 
of Federal and local authorities.” 


The same philosophy prevailed in the passage of the Durham 
Humphrey amendment last year. The need for the closest cooperation 
between all of us has been recognized and affirmed by the Congress 
and I am sure by the people generally. It is my purpose to do every 
thing possible to encourage even more effective cooperative efforts be 
tween us. Public welfare demands it. [The End] 
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ruary, and March 1952. The committee 
devoted 39 days to public hearings, in 
which 143 witnesses were heard. Dur- 
ing the whole life of your committee, 
59 public hearings were held and 217 
witnesses presented their views. These 
witnesses included representatives of 
the American Medical Association, 
American Public Health Association, 
New York Academy of Medicine, 
American Dental Association, National 
Research Council, United States Pub- 
lic Health Service, United States Food 
and Drug Administration, United States 
Department of Agriculture, Association 
of State and Territorial Health Officers, 
American Cancer Society, Grocery 
Manufacturers of America, National 
Canners Association, National Agricul- 
tural Chemicals Association, Manufac- 
turing Chemists’ Association, National 
Fertilizer Association, American Plant 
Food Council, General Federation of 
Women’s Clubs, Cooperative League 
of the U. S. A., American Home Eco- 
nomics Association, National Council of 
Farmer Cooperatives, National Grange, 
and National Farmers Union. 

\arious other witnesses, representing 
the chemical industry, the fertilizer in- 
dustry, the pesticide industry, the food 
industry, the cosmetic industry, pro- 
fessional groups and consumers’ groups, 
as well as expert witnesses from col- 
leges, universities, and agricultural ex- 
periment stations, were also heard. 
Leading dermatologists, allergists, en- 
docrinologists, and other medical experts 
presented their views and recommen- 
dations on the problems presented by 
the use of cosmetics. 


In view of the large number of chem- 
icals presently used in or on foods, 
and in cosmetics, it was manifestly im- 
possible for this committee to study 
exhaustively every phase of food and 
cosmetic production, or every chemical 
used in these industries. The chemicals, 
and phases of food and cosmetic pro- 


duction, which were subjects of more 
intensive investigation than others, were 
selected on the basis of their import 
ance to the public health and economy 
of the Nation. 

In the interest of simplicity, your 
committee proposes to divide the sub 
ject matter of its investigation into four 
or five sections and prepare, as tar as 
possible, a separate report for each 
section, 

The first report, which was submit- 
ted on May 12, 1952, was entitled “Fer- 
tilizers.” The second report, which is 
respectfully submitted, is entitled “Cos- 


metics.” 


ll. Nature and Scope of 
the Problem 


Literally hundreds of chemicals are 
utilized in cosmetics, and the number 
of chemicals entering the cosmetic sup- 
ply of the Nation increases each year. 
Many millions, men and children as 
well as women, use cosmetics every 
day in one form or another. The Fed- 
eral Food, Drug, and Cosmetic Act, 
which was enacted in 1938, is the only 
Federal regulatory statute specifically 
concerned with the safety of cosmetics 
distributed in interstate commerce 
The act sets forth the circumstances 
under which cosmetics shall be deemed 
to be adulterated or misbranded, but 
does not require that these products be 
tested prior to distribution to insure 
that consumers will not be injured. 

Prior to the passage of the act, blind- 
ness and even fatalities resulted from 
the use of cosmetics. These occurrences 
were primarily responsible for the in- 
clusion of cosmetics in a law which had 
theretofore concerned itself solely with 
the regulation of foods and drugs (1). 
The partial regulation of cosmetics in 
the Federal Food, Drug, and Cosmetic 
Act of 1938 has appreciably decreased 
the incidence of serious harm, but in- 
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sufficiently tested cosmetics still consti- 
tute a source of considerable annoyance, 
discomfort, and disability. 


Under existing law, a dangerous cos- 
metic can be removed from the market 
by the institution of seizure proceed- 
ings. Unfortunately, the protection 
offered the public by this procedure is 
somewhat illusory. Before the Govern- 
ment can avail itself of this remedy, 
data must first be assembled which will 
sustain the Government’s burden of 
establishing to the satisfaction of a 
court and jury, by a preponderance of 
the evidence, that the cosmetic may 
cause injury to users. The Commis- 
sioner of the Food and Drug Admin- 
istration advised the committee that— 


“We have been able to take positive 
regulatory action on harmful deodo- 
rants, hair straighteners, depilatories, 
and other preparations, but in each case 
such corrective action came after people 
were injured. Since the burden is on 
the Government to be able to establish 
that the cosmetic may be injurious, we 
must assemble evidence of potential 
injury before we are in position to insti- 
tute legal actions. While we are devel- 
oping the necessary evidence, additional 
injuries often occur.” (2) 


When a cosmetic which may cause 
injury has been shipped in interstate 
commerce, the Government may also 
institute criminal prosecution of the 
shipper and, under certain circum- 
stances, may request a court to enjoin 
further violations. But as in the case 
of seizure proceedings, these provisions 
of the Federal Food, Drug, and Cos- 
metic Act do not operate to prevent 
injury in the first instance—the sanc- 
tions provided by the statute are de- 
signed, in the case of cosmetics, to 
prevent additional cases of injury. This 
is in sharp contrast to the provisions 
of the act dealing with a new drug, 
which provide that before such a prod- 
uct is introduced into interstate com- 
merce, proof of its safety under the 
recommended conditions of use must 
first be submitted to the Food and 
Drug Administration. 
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lll. Injuries Due to Cosmetics 


The normal human skin may be in- 
jured in several ways as a result of 
cosmetic application. Many of the ill 
effects encountered are in the form of 
contact dermatitis. Contact dermatitis 
can be caused by both primary irritants 
and sensitizers. A_ primary irritant 
causes injury by direct action at the 
site of contact if permitted to act in 
sufficient intensity or quantity for a 
sufficient length of time. 


A sensitizer is an agent which does 
not necessarily cause demonstrable 
changes on first contact, but may effect 
such alterations in the skin that, after a 
period of time, further contact of the 
substance on the body will cause a 
dermatitis. Once sensitivity develops, 
the reactions, on later contact, may ap- 
pear at the site of original application 
or in areas which were never in con- 


tact with the chemical. A_ primary 
irritant, if used in dilute concentration, 
may also act as a sensitizer. There 


are chemicals which have such a high 
potential for causing sensitization reac- 
tions, and whose use may affect such a 
large number of persons, that their us« 


in cosmetics should not be permit 
ted (3). 


The cosmetic industry, like every 
other group, has its fringe of the care- 
less, indifferent, or unscrupulous (4) 
Products and preparations utilizing new 
chemical ingredients have been placed 
on the market without the benefit of 
adequate pretesting to insure their 
safety to users (5). There are cosmetic 
manufacturers who have been more 
interested in the speed with which they 
could place a product on the market 
than in taking the precautions which 
are necessary for the protection of the 
public, and to which the public is en- 
titled (6). Even large, reputable firms, 
which usually employ innocuous mate- 
rials, have marketed products which 
caused injury (7). 

The incidence of untoward reactions 
from cosmetic use is relatively low, and 
serious harm has not been a frequent 
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occurrence (8). However, there has 
been a considerable number of injuries, 
some of serious nature, from many 
types of cosmetics, when applied under 
customary conditions of use and even 
as specifically directed by the labeling 
(9). Considering the hundreds of mil- 
lions of cosmetic units sold every year, 
the millions of people using them, and 
the injuries which have occurred, the 
problem is an important one. 

Approximately 11 years ago, a fatal- 
ity was reported to have been caused 
by the use of a cold permanent wave 
lotion containing ammonium hydrosulfide. 
The Food and Drug Administration in- 
stituted over 200 seizure actions to 
remove this product from the market 
after establishing that, when used as 
directed, the lotion produced death in 
laboratory animals (10). 

During World War II, an outbreak 
of dermatitis occurred as a result of the 
substitution by a cosmetic manufac- 
turer of synthetic resins for shellac in 
the manufacture of a hair lacquer very 
popular at the time. Governmental 
regulatory action resulted in the with- 
drawal of this product from the market, 
but not until painful and disfiguring 
injury had occurred (11). 


Some 4 years ago, a fingernail lacquer 
was marketed which resulted in painful 
inflammation of the ends of the fingers 
and loosening of the fingernails in large 
numbers of women. In many cases, 
complete loss of fingernails resulted, 
although these eventually grew back 
(12). The lacquer consisted of a new 
type of formulation never before used 
in nail coatings. Analysis of the product 
defied the ablest chemists (13). Indus- 
try representatives contended that the nail 
coat had been adequately usetested 
before marketing (14). On the other 
hand, there was testimony that ade- 
quate pretesting would have prevented 
the injury (15). 


During the summer of 1951, two hair 
shampoos were marketed which, when 
inadvertently introduced into the eyes 
by users while shampooing their hair, 
produced an opacity of the cornea 
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which impaired vision for a persistent 
period of time. The Associate Com- 
missioner of the Food and Drug Ad- 
ministration informed the committee 
that although these shampoo products 
had been studied and rejected by some 
cosmetic manufacturers, other manu- 
facturers had employed the products 
in ignorance or disregard of the avail- 
able facts (16). 


Early in 1952, the Food and Drug 
Administration ascertained that a color 
shampoo on the market was unsaf« 
because it contained a_ particularly 
dangerous dye and a highly irritating 
detergent. It was shown to injure seri- 
ously the eyes of laboratory animals, 
and human experience also indicated 
injury (17). At the insistence of the 
Food and Drug Administration, the 
product was recalled from the market. 


These are by no means the only 
injuries which have occurred from the 
use of cosmetics (18). Some of the 
types of cosmetics which have caused 
injury are hair dyes, hair straighteners, 
nail polish, lipsticks, wave lotions, de- 
pilatories, deodorants, antiperspirants, 
soaps, shampoos, and perfumes (19). 
Among the injuries resulting from the 
use of such cosmetics have been skin 
eruptions, itching, change in skin pig- 
mentation, brittleness and temporary 
loss of hair, loosening and temporary 
loss of fingernails, inflammation of fin- 
ger ends, and bronchial asthma (20) 
There has been serious eye injury (21) 
There was testimony that the so-called 
cold waves alone have caused severe 
dermatitis on the scalp, face, and 
neck of susceptible individuals, as well 
as temporary loss of hair, although one 
expert declared that instances of injury 
from these waves are now infrequent 
(22). The severity of injuries caused 
by cosmetics has varied from mild dis- 
comfort to situations requiring hospi- 
talization (23). 


It is clear that substances and com- 
binations of substances have been used 
in cosmetics which, because of their 
injurious effects, would have been ex- 
cluded if a law had existed requiring 
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that adequate information concerning 
their safety be obtained before the cos- 
metics were sold to consumers. It is 
quite likely that other substances will 
be developed in the future which will 
appear, from a technical point of view, 
to constitute desirable cosmetic ingr« 
dients, but which should be excluded 
because of their injurious effects (24). 
Many experts that the likeli 
hood of minimized 
by proper legislation (25) 


testified 


such harm can be 


IV. The Testing of Cosmetics 


There is probably no cosmetic ingre 
dient which can be used with 
In the cas 


preparation, 


impunity 
by every human being 
virtually every 
some particular person or limited num 
ber of persons may experience an un 
favorable reaction, although all others 


cosmetic 


may suffer no ill effects. Allowance 
must necessarily be made, theretore, 
for some incidence of untoward effects 
The incidence of damage from a give1 
cosmetic preparation which should b 
tolerated must be decided in each n 


stance by the particular circumstances 
Among the factors to be mto 
consideration type, 
duration, and correctability of the dam- 


taken 
are the severity, 
age, and the permanence or evanescence 
of the changes consequent or secondary 
to the damage (26). 

No particular series of tests to pre- 
dict safety can be which will 
be satisfactory for all cosmetics. For 
example, lipstick may be applied three 
times per day, every day of the year, 
and some portion of this cosmetic is 
inevitably ingested by the user. Among 
the safety tests which should be con- 
ducted for lipstick are ingestion stud- 
ies. Face powder may be applied as 
frequently as lipstick, but some portion 
of this cosmetic is necessarily mhaled. 
Thus, among the safety 
should be conducted for face powder 
are inhalation studies. Eyelash 
and hair shampoos may be used only once 
per week, but these may find their way 
into the the and tests 
should provide for this contingency. 


devised 


whicu 


tests 


dy es 


eyes of user, 
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Likewise, it is not feasible t 
a rigid series of tests which would be 
adequate to disclose the possible inci- 
dence of local contact dermatitis, of 
scarring, of re} 
injury—to name but some of the vari 
ous forms of damage which have been 
known to result from various applica 
the human skin 
introduced preparation 


» specily 


loss of hair, or of eye 


tions to Each newly 
must be 


jected to tests designed by experts, and 


sub- 


which take into consideration the types 
of ingredients, the intended manner of 
use of the product, 
potentialities for producing 

kinds of harmful effects (27) 
essentially the procedure presently em 


and its estimated 
particular 
This is 


ployed by the responsible cosmeti 


manutacturers, who comprise the bull 
of the industry 
Some of the leading scientific author 


ities in the field testified that there is a 


real necessity for adequate pretesting 
They were in substantial agreement 
concerning the general tvpes of testing 
which should be conducted prior to the 
marketing of a cosmetic. In any car 

tul pretesting procedure experiments 


should be pertorme d on suitable labora 


tory animals to rule out the possibility 


well as injury 
Primary 


potential 


of systemic toxicity as 
due to primary irritants (28) 
irritancy 

should be 
repeated multiple site patch tests on a 


and_ sensitization 


determined by conductins 


significant number of human subjects 


for an extended period of time 


Whatever the number of patch test 
subjects, it was agreed that the | 
sufficient 
All medical witnesses urged 


controlled and super- 


vatcl 
test alone does not constitute 
pretesting 
the inclusion of 
vised use tests, duplicating conditions 
of actual period of 
months and utilizing a relatively 


use for a some 
large 
Furthermore, 
that 
formulation is 


number of subjects (29) 


it was generally agreed safety 


testing of a cosmetic 


meaningless unless each succeeding 
batch of the product is identical, in 
every respect, with the batch. 


It is essential, therefore, that adequate 


tested 


manufacturing controls be _ instituted 
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and maintained to imsure continued 
product identity, quality, and purity 
. 

(30). 


While many cosmetic companies have 
excellent testing procedures, facilities, 
and personnel, a number of those who 


appeared betore the committee did not 


\ leading medical expert and industry 
consultant in this field advised the com 


mittee that some cosmetjc concerns 
consider a favorable result from the 
ent evidence 


patch tests suftic place 


| 
their product on the market, noring 


the necessity for the actual usage test 
This misuse of the so-called prophetic 
patch test 1s compounded by the fact 
that some cosmetic manufacturers employ 
inexperienced personnel, or dermatol 
gists who delegate actual pertormancs 
of the tests to subordinates or even to 
technicians Some have thei products 
tested by laboratories or industrial 
foundations, where the actual testing 


may be performed by inadequately 


qualific personnel (31) 
evidence 1] re the « muttee indicates 
that, for minor segments of the cosmet 


industry, a serious problem exists not 
only because of the employment of un- 


‘ ‘ 


qualihed employees to conduct tests, 


but also with respect to the number 


and type of test subjects used and the 


competence of personnel to decide, i 
the first instance whether any pre 
testing 1s necessary at all Thus, in the 


recent instances of hair shampoo whicl 
caused serious eye injury, the only 


tests conducted bv one 


or pany prior 
to distribution of this newlv formulated 
product were use tests on perhaps one 


dozen plant employees 


Supervision 
and evaluation of these tests were mad 
by the president of the company, who 
is a layman, and the firm’s chemist 
(32). Another company involved in this 
incident relied upon its chemists in 
concluding that its newly formulated 
shampoo was Safe for use and required 


no testing (33) 


It is no criticism of chemists to point 


out that they do not possess the req- 


uisite education or training to super- 
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Vis Ol evaluat tests conducted on 
human beings or animals which are 
calculated to indicate the injury poten- 
tial of substances under consideration 
for employment in cosmetics. The re- 
sults of such studies mav be difficult 
to evaluate, and in order that subtk 
and secondary damage may be recog 
nized, these studies should be conducted 
by those who are specifically trained 
for such purposes (34) Chemists are 
likewise not qualified to determine, i 


the first instance, whether anv saiet 
tests at all should be conducted. Never 


theless, the number of cosmetic firms 


which rely on chemists or laymen to 
pertorm such tests and evaluate thx 
hazard potential to human beings is 
high, and this practice 1s not mnfined 
to the marginal operators (3: 
example, one manufacturer testified that 
it maintained its own laboratory for 


the Satety testing of those cosmetics 


thought to require testing. The testing 
laboratory employees numbered three, 
none of whom had any educational 
degrees. These employees conducted 


and evaluated th 


e patcl and other 
The number of patcl 


tests performed 
test subjects ordinarily used Vari 
20) employees (36) 


mm 10 to 


V. Cosmetics Containing Estrogenic 
Hormones 


The marketing of cosmetic creams 
lotions, and oils containing estrogenic 
hormones (female sex hormones) has 
steadily increased in volume during fhe 
past few vears These preparations 
are being recommended for use on the 
hands, scalp, face, hair, neck, shoulders, 
and arms, primarily for improving the 
texture and appearance of the sku 
Some are to be applied as a night 
cream, before retiring; others are to 
be applied in the morning and at var 
ous times during the day It is con 
ceivable, therefore, that large areas of 
the body will be covered by these sub 
stances 24 hours of every day (37) 

Estrogenic hormones are powertul 
substances, and administration in suff 
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cient quantity may cause undesirable 
physiological changes. It is established 
that estrogens are absorbed through 
the skin, and effective dosages may be 
obtained in that manner (38). There 
seems to be little agreement, among 
medical men who have experience in 
this field, concerning the appropriate 
dose which can be administered safely 
by a woman without professional su- 
pervision (39). In fact, there is dis- 
agreement among the medical authorities 
concerning almost every phase of the 
use of the estrogenic hormone prepara- 
tions. Estimates of the quantity of 
estrogen absorbed by the body through 
the medium of estrogenic cosmetics 
range from 10 to 100 percent (40). 

A number of expert witnesses testi- 
fied that there is no affirmative evi- 
dence indicating that the use of these 
cosmetics has injured human users (41), 
and that the use of hormone creams 
containing, on the average, 20,000 in- 
ternational units of estrogenic sub- 
stances per 2-ounce jar for a month’s 
supply, is safe (42). On the other 
hand, there was testimony that cases 
of estrogen .poisoning have resulted 
from the use of these preparations, and 
that while the use of any one of them 
may be safe, the effects of prolonged 
simultaneous use of several of the 
preparations is not known (43). Some 
expert witnesses took the position that 
these products should be dispensed 
only upon prescription and used under 
medical supervision (44). 

It is the committee’s view that more 
information on the long-range physio- 
logical effects of the extended use of 
such cosmetics on considerable areas 
of the human body would be desirable. 


VI. Recommendations and 
Conclusions 
1. Pretesting 
Most of the representatives of the 
cosmetic industry took the position 
that existing legislation was adequate 
to protect the public fully. Some of 


these witnesses declared that better 
enforcement of existing law, rather 
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than additional legislation, was needed, 
but on being questioned, admitted that 
existing law, no matter how vigorously 
enforced, could not have prevented the 
injuries discussed earlier (45). Several 
indicated that legislation requiring pre- 
testing before marketing could prevent 
some cosmetic injuries: (46). The in- 
congruity of the position of some in- 
dustry representatives is exemplified 
by their testimony that the companies 
they represent conduct rigorous and 
exhaustive tests, and maintain strict 
controls over their products, as a nec- 
essary precaution to protect both them- 
selves and the health of their customers. 
Nevertheless, they were opposed to a 
requirement that all cosmetic manu 
facturers observe essentially the same 
safety standards. 


Other industry witnesses took the 
rather puzzling attitude that although 
cosmetic injuries have occurred, the 
need for legislation to prevent further 
injuries is hypothetical and the danger 
to the public is not of sufficient mag 
nitude to justify further regulatory 
control (47). Thus, one dermatologist, 
consultant to a member of the cosmetic 
industry, testified that a cosmetic man- 
ufacturer should be free to use any 
substance, no matter how dangerous, 
until the facts proved him wrong, and 
that if a female user of such a product 
was blinded in the interim, it would 
be “unfortunate” (48). 


The view that the cosmetic industry 
is responsible only to itself is appar- 
ently not confined to just a few manu- 
Recently, 
in a public address, an official of one 


facturers and distributors. 


of this industry’s trade associations 
imputed ulterior motives to, among 
others, the entire Congress as well as 
the members of this committee for con- 
ducting an investigation of cosmetics. 
Similarly, the motives of the American 
Medical Association in advocating pre- 
testing were attacked, and dermatologists 
were said to possess a “fantastic” ig- 
norance of cosmetics. This intemper- 
ate speech was significant, however, 
in at least two respects. Although this 
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official purported to explain away the 
examples of injury originally reported 
to the committee by the Food and 
Drug Administration, no mention what- 
ever was made of one of these ex- 
amples, the recent eye injuries caused 
by certain untested hair shampoos. A 
significant admission was the _ state- 
ment, on the one hand, that the mem- 
bers of the industry carefully test the 
raw materials, the product in process, 
and the finished product, so that noth- 
ing harmful or poisonous will be dis- 
tributed; but on the other hand, that 
if cosmetic manufacturers are required 
to present to the Government evidence 
of the safety of a cosmetic before dis- 
tribution, more than two-thirds of the 
industry would be driven out of business 
because of the expense involved (49). 
Since the expense involved is in the 
testing, and not in the submission of 
the testing results to the Government, 
it appears that either two-thirds of the 
industry presently are not testing their 
products adequately or that this in- 
dustry spokesman has not presented 
an accurate picture. 

This attitude is not representative of 
the entire cosmetic industry. Several 
industry members felt that it would 
be in the best interest of the public 
health to have an impartial body of 
competent authority pass upon the safety 
of a cosmetic before it is generally dis- 
tributed to the public. It was admitted 
that new legislation is necessary to 
cope with the use in cosmetics of new 
substances, concerning which there is 
no toxicological background and which 
are used without adequate pretesting (50). 

As stated earlier in this report, ex- 
pert medical witnesses testified, for the 
most part, that existing controls are 
inadequate, and urged that legislation 
be enacted requiring a cosmetic manu- 
facturer to submit to competent au- 
thority evidence of proof of the safety 
of his products before they are per- 
mitted distribution. A leading con- 
sultant to the cosmetic industry advised 
the committee that considering the mil- 
lions of persons who use cosmetics, the 
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number of injuries, percentagewise, is 
small, but that— 


“If there would be some law requir- 
ing all cosmetic manufacturers, large 
and small, to rationally test cosmetics 
containing untested chemicals or new 
formulations as is now done by many 
cosmetic manufacturers to determine 
their safety before placing them on 
sale, it would add another safeguard 
to protect the public.” (51) 


The fact that, in the very recent past, 
an innocuous-appearing hair shampoo 
caused serious eye injury to users is 
but a foreshadowing of more serious 
injury that will inevitably result if 
some control is not exercised by the 
Federal Government to review the evi- 
dence of safety of cosmetic products 
before they are put into the hands of 
consumers. For most cosmetic firms, 
a law providing for such review will 
impose no hardship, since the neces- 
sary procedures are already being fol- 
lowed. It will furnish merely another 
means of checking the results obtained 
an additional safeguard. Many firms, 
in effect, do presently provide such a 
safeguard by submitting their products 
for acceptance to the American Medical 
\ssociation’s committee on cosmetics or 
by informal discussions with officials of 
the Food and Drug Administration (52). 
The reputable, conscientious manufac- 
turer of cosmetics will find that such 
a law will not affect his operations or 
costs. The secretary of the council on 
pharmacy and chemistry and of the 
committee on cosmetics of the Ameri- 
can Medical Association advised your 
committee that a “new cosmetic” amend- 
ment to the Federal Food, Drug, and 
Cosmetic Act, patterned generally after 
the new drug section, “should not 
present any hardship to the conscien- 
tious and reputable manufacturer of 
cosmetics” (53). The manufacturer who 
gives the benefit of the doubt to profits 
rather than to the safety of the public 
will indeed find that his method of 
operations must be revised, and un- 
doubtedly will find it necessary to 
expend more money to improve his 





PAGE 616 


testing and control procedures. This 
is precisely what is needed. 


Cosmetics were first subjected to 
regulation under the Federal Food, 
Drug, and Cosmetic Act of 1938, be- 
cause of evidence of fatalities and 
blinding due to cosmetic use. It is 
only common sense to take reasonable 
measures to prevent similar types of 
injury from occurring in the first place, 
rather than to take extreme measures 
to prevent additional injuries in the 
future. The eye injuries which oc- 
curred recently might well have been 
permanent blindness. The fingernails 
and hair which were temporarily lost 
might just as readily never have grown 
back. It is suggested that the public 
has been fortunate so far in the fact 
that more serious and permanent in- 
juries have not occurred, and that a 
pretesting requirement, similar to that 
presently existing with respect to new 
drugs,.would create a safeguard against 
the likelihood of such harm to the 
public. 


Present cosmetic industry opposition 
to pretesting legislation is not appreci- 
ably different from the attitude of the 
drug industry in 1938, prior to the 
inclusion of the “new drug section” in 
the Federal Food, Drug, and Cosmetic 
Act. This section was enacted as a 
result of a considerable number of 
deaths from the sale of untested drug 
products. In 1938, a drug manufac- 
turer who wished to distribute sulfa- 
nilamide in liquid form added diethylene 
glycol to the drug asa solvent. Diethylene 
glycol, which is the chief ingredient 
in an antifreezing agent employed in 
refrigerating systems, is a deadly poison. 
Without testing the possible toxicity 
of the mixture, the manufacturer put 
240 gallons on the market. Its use 
resulted in more than 100 deaths. 
Shortly thereafter, several deaths oc- 
curred from a so-called cancer serum 
made from pieces of meat which had 
become contaminated with tetanus or- 
ganisms (54). 
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The new drug section prohibits the 
distribution of a new drug in interstate 
commerce unless the Federal Security 
Administrator is satisfied, on the basis 
of evidence submitted by the party 
sponsoring the use of the product and 
other evidence, that it is safe for use 
as recommended in its labeling. Ap- 
proximately 8,400 new drug applica- 


tions have been filed since 1938, of 


which about 5,850 have been approved. 
Almost all of the remaining 2,550 appli 
cations were either found to be based 
on incomplete data or to pertain t 
products which were not in fact new 
drugs, or were voluntarily withdrawn 
by the manutacturer after the Food and 
Drug Administration had determined 
that evidence of safety was insufficient 
Only 11 applications were formally re- 
jected, and only 1 such rejection re 
sulted in an appeal by the manufacture: 
to a United States district court, which 
sustained the decision reached by the 
Government. 

A leading drug manufacturer has 
pointed out that, under the new drug 
section, not only has the public been 
given needed protection from irrespon- 
sible drug marketing without any hamper- 
ing of free enterprise or drug discovery, 
but pharmaceutical research has been 
stimulated and a large majority of the 
industry would “recommend a head ex- 
amination for any manufacturer who 
wanted to repeal the new drug provi- 
sions of the law at this late date.” This 
drug manufacturer concluded as follows 


“Tt is true that most of the big-name, 
full-line houses—houses like Lilly, Up- 
john, Squibb, Abbot [sic], and Parke- 
Davis, for example—had long maintained 
rigorous manufacturing controls, high 
quality standards, large-scale pharmaco- 
logical and clinical testing of new products, 
and other standards which the new drug 
section compelled the whole industry to 
adopt. But there is no indication that 
the law has wrought hardship on any 
company, large or small, except per- 
haps for its desirable discouragement 
of fly-by-nighters who might otherwise 
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1ave exploited and possibly endangered 
the public. On the contrary, the law 
has profited the whole industry to the 
extent that the public, including the 
medical 
granted the purity and quality of all 
drugs on the market and their safety 
when used in accordance with labeled 


profession, now takes for 


(55) 


instructions.” 

The evidence has convinced this com- 
mittee that a number of cosmetic com- 
panies are not adequately testing their 
preparations; that the public is entitled 
to greater protection with respect to 
products as widely used as cosmetics; 
and that such protection is not afforded 
by existing legislation, under which a 
lanufacturer mav be punished, and his 
product seized, after myury | 
Your committee recommends, there- 
fore, that the Federal Food, Drug, and 


las occurred 


Cosmetic Act be amended to require 


that cosmetics be subjected to essentially 
the same satety requirements as now 
apply to new drugs. Under such an 


amendment, data would not be required 
to be submitted to the Food and Drug 
Administration with respect to cosmet- 
ics which are generally recognized by 
qualified experts as safe under the con- 
ditions of use for which they are sold. 
Adequate provisions for a comprehen 
sive judicial review of administrative 
decisions should be included in such an 


amendment 


2. Soaps 

The Federal Food, Drug, and Cos 
metic Act defines a “cosmetic” as any 
article intended to be rubbed, poured, 
sprinkled, sprayed on, introduced into, 
or otherwise applied to the human body 
for cleansing, beautifying, promoting 
attractiveness, or altering the appearance 
While this obviously encompasses soaps, 
the act specifically exempts such prod- 
ucts from the definition of cosmetics 
and, consequently, from the coverage 
of the statute. Thus, a law which pro- 
vides some protection to the public in 
their use of cosmetics removes from 
the scope of this protection the cos- 
metic which is used more frequently, 


by more people, and applied to larger 
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areas of the body, than any other cos 


metic in existence 


Soaps which have been on the mat 
ket for years, and are generally recog 
nized by competent authorities as being 
safe, would be unaffected by pretesting 
legislation. As indicated, however, in 
adequately tested hair shampoos have 
caused injury to the eye. There is an 
even greater possibility of injury from 
soaps containing new ingredients, to 
soaps are used to wash the face and, 
therefore, more readily make contact 
with the eve than do shampoos. Soaps 
are also trequently employed as a 
shampoo, Representatives of cosmetic 
manufacturers who market soaps testi 
hed that their companies test soap as 
vigorously as other cosmetics, and that 
there is no sound reason why the same 
precautions should not be taken for 
both (56). Your committee is of the 
opinion that the Federal Food, Drug, 
and Cosmetic Act is in need of amend- 
ment to bring soaps within the defini 


tion of cosmetics 


3. Labeling of ingredient 

The Federal Food, Drug, and Cos 
metic Act requires that the label of a 
drug bear a statement of the active 
ingredients, and that the label of an 
unstandardized food bear the common 
or usual names of the ingredients. Thx 
statute does not impose a similar re 
quirement for cosmetics Physicians 
who specialize in the field of allergy 
and dermatology testified that the labeling 
of cosmetic ingredients would be most 
helpful in their diagnosis and treatment 
of patients who may be suffering from 
the effects of some cosmetic ingredient 
In the event it is determined that cet 
tain cosmetic ingredients give rise to 
untavorable physiological reactions in a 
particular individual, it is essential that 
such an individual refrain trom using 
cosmetics containing these ingredients 
If such information is not available, 
unnecessary suffering will result. How- 
ever, many firms insist on operating 
in an atmosphere of secrecy, and refuse 
to divulge to anyone the nature of the 
ingredients used in their products. Some 
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cosmetic manufacturers refuse to di- 
vulge the identity of their ingredients 
even to inquiring physicians (57). 

Industry representatives testified, gen- 
erally, in opposition to the labeling of 
ingredients, on the ground that cos- 
metics are composed of a large num- 
ber of ingredients and that a long list 
affixed to the product would destroy 
the attractiveness of the package. The 
committee recognizes the importance 
of packaging attractiveness in the sale 
of cosmetics, and that in some instances 
it would be most dffficult to set forth 
on the label of a cosmetic preparation 
a list of its numerous ingredients. It 
is the committee’s view, however, that 
a list of ingredients need not in all 
cases be physically affixed to the cos- 
metic. Where the number of ingredi- 
ents is quite large, the list can be 
contained, in most instances, in the cos- 
metic package in the form of an 
accompanying circular. This constitutes 
“labeling” under the Federal Food, 
Drug, and Cosmetic Act. Such a cir- 
cular would not affect the attractiveness 
of the cosmetic package and would 
serve a most useful purpose. 

The act presently provides, in the 
case of both drugs and foods, for the 
establishment of exemptions by regula- 
tions where the Food and Drug Ad- 
ministration determines that compliance 
with the labeling provisions is imprac- 
ticable. A similar provision should be 
made in the case of cosmetics. It is the 
recommendation of the committee that 
the act be amended so as to require 
the labeling of cosmetic ingredients, 
with provision for exceptions where 
required. 


4. Coal-tar hair dyes 

Coal-tar hair dyes have long been a 
source of difficulty for cosmetic users. 
Paraphenylenediamine, a coal-tar color 
base for a large number of hair dyes, 
has a high sensitizing potential. There 
was considerable testimony that there 
have been reactions to this substance 
varying from slight dermatitis around 
the forehead, ears, scalp, face, and 
neck, to generalized dermatitis requir- 
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ing hospitalization (58), although one 
expert declared that the incidence of 
reported cases of dermatitis from this 
source has been decreasing appreciably 
(59). 

Coal-tar hair dyes are permitted spe- 
cial privileges under the present Fed- 
eral Food, Drug, and Cosmetic Act 
Section 601 (a) of that statute author- 
izes the Government to take legal action 
against a cosmetic containing a poison- 
ous or deleterious substance which may 
render the cosmetic injurious to users 
under the recommended conditions of 
use or under conditions of use which 
are customary or usual. Coal-tar hair 
dyes are exempted from this provision 
if their labels bear the legend— 

“Caution.—This product contains ingre- 
dients which may cause skin irritation on 
certain individuals and a preliminary 
test according to accompanying direc- 
tions should first be made. This prod 
uct must not be used for dyeing the 
eyelashes or eyebrows; to do so may 
cause blindness,” 
and the labeling contains directions for 
such patch testing. 

These provisions of the law have 
proven inadequate to provide the pro- 
tection intended, for they are founded 
on the premise that the average uset 
or beauty shop operator is qualified to 
evaluate the results of patch tests. A 
number of medical experts testified, 
however, that reactions to patch tests 
of coal-tar hair dyes (as well as of other 
chemicals) may appear at sites other 
than in the area applied; that minor 
or border-line reactions may be signifi- 
cant and even trained medical experts 
have difficulty at times in interpreting 
patch tests; and that the ordinary per- 
son and beauty parlor operator cannot 
make such interpretations and evalua- 
tions (60). 

Furthermore, shampoos, rinses, and 
lotions containing such dyes have re- 
cently been appearing on the market 
in considerable number. Hair dyes can 
get into the eyes, and this is particu- 
larly true when the dye is applied as a 
shampoo, rinse, or lotion. If such 
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products are to be permitted on the 
market, a warning on the label that 
they should not be deliberately used 
as an eyelash or eyebrow dye will help 
prevent blindness from such obvious 
misuse, but this will not prevent the 
dangerous ingredient from inadvertently 
getting into the eyes and perhaps caus- 
ing injury when used as recommended 
(61). 

It is this committee’s considered 
opinion that the exemption in the Fed- 
eral Food, Drug, and Cosmetic Act 
with respect to the use in cosmetics of 
coal-tar dyes should be modified to 
bar those which are determined by 
regulation issued by the Food and 
Drug Administration to contain the 
greatest potentiality for harm. Provi- 
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sion should also be made whereby those 
cosmetic preparations containing coal- 
tar dyes which are dangerous but are 
permitted use in cosmetics should bear 
a specific warning that, regardless of 
the purpose for which the cosmetic is 
employed or the area where applied, 
it must be kept out of the eyes or 
blindness may result. 


Respectfully submitted. 

James J. Detaney, New York, 
Chairman 

THoMAS G. ABERNETHY, Mississippi 
E. H. Heprick, West Virginia. 
Paut C. Jones, Missouri. 
A. L. Miter, Nebraska. 
Gorpon L. McDonoucu, California 
Watt Horan, Washington 


REFERENCES 
Citations are to representative references, and are not intended to reflect all 
supporting testimony. All reference citations indicate the committee hearing 
volume involved and the page numbers in that volume. The designation “1950” 





refers to the 878-page volume of the committee hearings held during 1950, entitled 
“Chemicals in Food Products, Hearings Before the House Select Committee 
To Investigate the Use of Chemicals in Food Products, Eighty-first Congress, 
Second Session.” The designation “part 1” refers to the 582-page volume of the 
hearings held during 1951, entitled “Chemicals in Food Products, Hearings Before 
the House Select Committee To Investigate the Use of Chemicals in Food 
Products, Eighty-second Congress, First Session, Part 1.” The designation 
2” refers to the volume containing pages 583-1053 of the hearings held 


“part 
during 1951, entitled “Chemicals in Foods and Cosmetics, Hearings Before the 
House Select Committee To Investigate the Use of Chemicals in Foods and 
Cosmetics, Eighty-second Congress, First Session, Part 2.” The designation 
“part 3” refers to the volume containing the hearings held during 1952, entitled 
“Chemicals in Foods and Cosmetics, Hearings Before the House Select Commit- 
tee To Investigate the Use of Chemicals in Foods and Cosmetics, Eighty-second 
Congress, Second Session, Part 3.” 


(1) Hearings, part 2, 924-925; hear- (9) Hearings, part 2, 746-747, 924- 
ings, part 3, 1719. 925; hearings, part 3, 1715, 1727-1729, 
(2) Hearings, part 3, 1712. 1800. 
(3) Hearings, part 3, 1236. (10) Hearings, part 2, 865-866; hear- 
(4) Hearings, part 2, 734-735; hear- ings, part 3, 1710, 1713. 
ings, part 3, 1712. (11) Hearings, part 3, 1711, 1798. 
(5) Hearings, part 2, 734, 748, 924- (12) Hearings, part 2, 924; hearings, 
925, 1007; hearings, part 3, 1098, 1105, part 3, 1106, 1244, 1711. 
1117-1118, 1214, 1710-1712. — (13) Hearings, part 3, 1713. 
(6) Hearings, part 3, 1150. ee ale (14) Hearings, part 3, 1185, 1206. 
(7) Hearings, part 2, 737, 752-753, Me s ms = 
1010-1011. (15) Hearings, part 2, 734-735, 1007; 
(8) Hearings, part 2, 746; hearings, hearings, part 3, 1106, 1240, 1711, 1713. 
part 3, 1068, 1164, 1797. (16) Hearings, part 3, 1711-1712. 


PAGE 620 


(17) Hearings, part 3, 1715. 

(18) Hearings, part 2, 924-925; hear- 
ings, part 3, 1712, 1724-1726. 

(19) Hearings, part 2, 746-747; hear- 
ings, part 3, 1150, 1712. 

(20) Hearings, part 2, 746-747; hear- 
ings, part 3, 1067, 1074, 1243-1244. 

(21) Hearings, part 3, 1711. 

(22) Hearings, part 2, 736; hearings, 
part 3, 1798, 

(23) Hearings, part 2, 736-737; hear- 
ings, part 3, 1074, 1242-1243, 1249. 

(24) Hearings, part 3, 1105-1106, 
1164-1165. 

(25) Hearings, part 2, 737, 747-748; 
hearings, part 3, 1073, 1105, 1109, 1165- 
1166, 1379, 1713-1714, 1716. 

(26) Hearings, part 3, 1057 

(27) Hearings, part 3, 1058. 

(28) Hearings, part 3, 1058, 1152, 
1238. 

(29) Hearings, part 2, 735, 756, 925; 
hearings, part 3, 1059-1061, 1153, 1238, 
1324, 1799, 1802-1803. 

(30) Hearings, part 2, 1013-1014; 
hearings, part 3, 1152, 1713. 

(31) Hearings, part 3, 1799. 

(32) Hearings, part 3, 1094, 1098 

(33) Hearings, part 3, 1117-1118. 

(34) Hearings, part 3, 1112-1113, 
1151, 1166, 1238-1239, 1799. 

(35) Hearings, part 3, 1173, 1255. 

(36) Hearings, part 2, 1025. 

(37) Hearings, part 3, 1140-1143. 

(38) Hearings, part 1, 447, 469-470; 
hearings, part 2, 756, 919; hearings, part 
3. 1107, 1193, 1306-1307. 


FOOD DRUG COSMETIC LAW JOURNAI 


(39) Hearings, part 3, 1311 

(40) Hearings, part 2, 927; hearings, 
part 3, 1146-1147, 1195, 1308. 

(41) Hearings, part 3, 1245, 1718. 

(42) Hearings, part 3, 1066, 1141-1145 

(43) Hearings, part 2, 919; hearings, 
part 3, 1248 

(44) Hearings, 1950, 641; hearings, 
part 1, 470; hearings, part 2, 919, 925 
926; hearings, part 3, 1107, 1193, 1195, 
1307. 

(45) Hearings, part 1008-1010, 
1023, 1026-1027; hearings, part 3, 1187- 
1188. 

(46) Hearings, part 1011, 1013 
hearings, part 3, 1187-1189, 1268. 

(47) Hearings, part 3, 1219, 1268, 
1272, 1273, 1276 

(48) Hearings, part 3, 1283 

(49) Hearings, part 3, 1730-1736 

(50) Hearings, part 2, 859, 1031; 
hearings, part 3, 1215-1216, 1329 

(51) Hearings, part 3, 1799 

(52) Hearings, part 2, 1028; hearings, 
part 3, 1218, 1219, 1225, 1260-1262, 
1330. 

(53) Hearings, part 3, 1722 
(54) Hearings, 1950, 20-21, 345 


(5 


? 


Jt 


) Hearings, part 3, 1716 
(56) Hearings, part 3, 1178-1179, 
1231, 1262-1263, 1295 

(57) Hearings, part 2, 742-743, 7 
930; hearings, part 3, 1065-1066, 10 
1243, 1249, 1715 

(58) Hearings, part 2, 738, 746; hear- 
ings, part 3, 1106, 1243, 1249, 1321, 1338. 

(59) Hearings, part 3, 1798 


1113, 1155, 


57 


74 


, 


’ 


(60) Hearings, part 3, 
1242, 1250, 1321-1322 


(61) Hearings, part 3, 171: 


st 





In the Federal Trade Commission 


Federal Fair Trade (McGuire) Act. 
f fair-trade prices 
against nonsigners of fair-trade con- 
tracts, even when interstate commerce 


~Enforcement ot 


is involved, is made lawful in most 


states by the McGuire Federal Fair 
Trade Act (Public Law 542, Eightvy- 
second Congress, Second Session). In 
effect, it overrules the United States 
Supreme Court’s decision in Schzweg 
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mann Brothers, et al. v. Calvert Distillers 
Corporation (CCH Trape REeGuLAtION 
Reports §62,823 (1951)). The new 
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Federal Fair Trade Act is in the form 
of an amendment to Section 5 (a) of the 
Federal Trade Commission Act. 








Meeting of Food and Drug Men 


Annual Meeting.—This is the advance 
program of the Fourth Annual Meeting 
of the Division of Food, Drug and 
Law in the Section of Cor- 
poration, Banking and Business Law 
of the American Bar Association, at the 
Clift Hotel in San Francisco, on Sep- 
tember 17-18, 1952. 


Cosmetic 


lVednesday, September 17, 10:00.A. M 
Statement by Chairman 

Charles Wesley Dunn ot New York 

City (10 minutes) 
Report by Secretary 

James M. Best of Chicago (10 min- 
utes) 

Address on Federal Food, Drug, and 
Cosmetic Act 

George P. Larrick of Washington 
(D. C.), Deputy United States 
Commissioner of Food and Drugs 
(30 minutes) 

Papers on Federal Food, Drug, and 
Cosmetic Act 

“Its Price Restitution Enforcement”: 
Charles S. Rhyne of Washington 
(D. C.) (20 minutes) 

“Its Construction in Bireley Case”: 
Benjamin F. Stapleton, Jr., of 
Denver (20 minutes) 

“Its Adequate Directions Require- 
ment for Drugs”: Arthur A. Dick- 
erman, Los Angeles Attorney of 
United States Food and Drug 
Administration and Lecturer in 
The Food Law Institute’s Graduate 
Program at University of Southern 
California Law School; and Eugene 
M. Elson of Los Angeles (20 
minutes each) 


Discussion 
Thursday, September 18, 10:00 A. M. 


Address on Revision of Canadian Food 
and Drugs Act 


Robert E. Curran, Q. C., of Ottawa, 
Legal Adviser to Canadian De- 
partment of National Health and 
Welfare (25 minutes) 

Paper on Food Standards Law of Federal 
Food, Drug, and Cosmetic Act 
Dr. R. R. Williams of New York 
City, Chairman of Committee on 
Definitions and Standards of Iden 
tity for Food, Food and Nutrition 
Board of National Research Coun 

cil (20 minutes) 


Supplemental Comments on that Law 
H. Thomas Austern and Michael F 
Markel of Washington (D. C.) (15 


minutes each) 


Papers on Food, Drug and Cosmetic 
Law Generally 
“Constitutional Questions Under Stat 
Law”: Thomas W. Christophe: 
Atlanta, Associate Professor o 


Law in Emory University 20 
minutes) 
“Lav School Instruction in this 


Law”: Wayne D. Hudson of San 
Francisco, Deputy Attorney General 
of California and Lecturer in The 
Food Law Institute’s Undergradu- 
ate Program at Stanford Unive 
sity Law School (20 minutes) 

“How One Canner Handles Product 
Liability Claims”: Melvin E. Mer 
sor of San Francisco, Attorney 
for California Packing Corporatior 
(20 minutes) 

Committee Reports 


Discussion 


New Business 


Note: The Executive Committee of 
the Division will have a breakfast meet- 
ing at the Pacific Union Club in San 
Francisco, on September 17 at8 A.M 
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Leaders 


Dr. Elmer M. Nelson, assigned first 
Chief of the Food and Drug Administration's Vitamin 
Division (changed in name in 1949 to the Division 
of Nutrition) has held a number of important posts. 
For five years he was a member of the staff of the 
department of biochemistry of the University of Wis- 
consin, where he was engaged in research, particu- 
larly in the field of vitamins. He came to government 
service as an associate chemist in the Bureau of 
Chemistry on April 1, 1926. 


Dr. Nelson's division is responsible for the devel- 
opment of facts necessary to determination of valid- 
ity of claims for products of nutritional value. The 
division conducts, on vitamin samples, bioassays and 
other tests which the district laboratories are not 
equipped to do. 


Among significant positions which Dr. Nelson has 
held in the field of nutrition are the presidency of 
the American Institute of Nutrition and the chairman- 
ship of the Division of Biological Chemistry of the 
American Chemical Society. 
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LEADERS IN FOOD, DRUG AND COSMETIC LAW 


Frank A. Vorhes has been Chief 
of the Division of Food of the Food and Drug Admin- 
istration since 1951. That division leads FDA's 
development of scientific methods of food analysis 
and their application to law enforcement. With the 
assistance of the field force, it ascertains trade prac- 
tices, prepares and analyzes experimental batches 
of food products, determines the composition of 
market samples, evaluates labeling representations 
and appraises consumer understanding of the com- 
position and labeling of food products, both for 
regulatory operations and as a guide in the formula- 
tion of food standards. It advises upon the technical 
aspects of food problems for policy determination 
by administrative officers and for formal presenta- 
tion in court contests, for which it furnishes expert 
witnesses. 


Before becoming Chief of the division, Mr. Vorhes 
served for three years as Chief Chemist of the Divi- 
sion of Field Operations. He has been with the 
Administration since 1928. 
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Leaders 


IN FOOD, DRUG AND COSMETIC LAW 


Dr. Arnold J. Lehman became 
Chief of the Division of Pharmacology in 1946. He 
came to the Food and Drug Administration from the 
University of North Carolina Medical School, where 
he had been professor of pharmacology and direc- 
tor of the teaching-research activities of the depart- 
ment, and where he had served as a member of the 
administrative board of the medical school, member 
of the Committee on Atomic Research and consultant 
to the Federal Security Agency. He had been en- 
yaged in scientific research continuously since 1925 
and in teaching pharmacology at various universities 
for 15 years. 


The division is responsible for biological assay of 
drugs, including glandular preparations, shipped in 
interstate commerce; for certification of insulin prod- 
ucts before distribution; for investigations of effects 
of poisons and impurities present in foods, drugs 
and cosmetics; and for determining toxicity of new 
chemicals proposed for use in these products. 
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